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CONTROL, SPLIT-FACE, CLINICAL TRIAL
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Program Master of Science (Anti-Aging and Regenerative Medicine)
Academic Year 2023
ABSTRACT

This study investigates the restoration of skin usinga collagen biostimulator, assessing
the efficacy of a 21% polycaprolactone (PCL) in water solution via two injection methods: 5-
point deep intradermal and microneedle intradermal injections distributed across the face.
Fifteen Thai volunteers received both methods at weeks 0, 4, and 8. Over a 52-week period,
skin elasticity (measured by Cutometer MPA580), skin wrinkles (measured by Visioscan VC98),
and pore size (measured by Visia 7th Generation) were evaluated. Results showed no
significant difference between the two methods. Both methods increased skin elasticity at the
forehead [5-point: 91.2% (p=0.002), microneedle: 78.9% (p=0.017)] and mid-cheek [5-point:
97.5% (p<0.001), microneedle: 90.3% (p=0.003)], and reduced wrinkles at the lateral canthus
[5-point: 85.2% (p=0.012), microneedle: 92.4% (p=0.001)] and mid-cheek [5-point: 91.3%
(p=0.002), microneedle: 85.5% (p=0.011)]. A decreasing trend in pore size was noted but was
not statistically significant (p>0.05/7). Short-term side effects included redness, bruising,
localized swelling, and small palpable nodules, with no serious or long-term side effects
observed over 52 weeks. Both methods effectively stimulated collagen production in the skin,

showing no significant difference in their efficacy.

Key words: Polycaprolactone (PCL), Elasticity, Wrinkles, Pore size, Deep intradermal Injection,
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Microneedling, Collagen biostimulator.
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msadneaaauldun uennideinuiteiidnuuszansuares Polycaprolactone (PCL) 41
rensgfumsadsneaaiauildsuinld wosdunalisrurudnauazanieuiasesld oo

31NN1SNUNILITTUNTSNT YT ui urawladn Tnedrulug nsAnurided dnans
Polycaprolactone (PCL) ﬁugﬂﬁﬁmiwﬂaaﬂugmwu 30% PCL Tusiavinazane 70% Carboxymethyl

Cellulose (CMO) & v uouwusveiwaglad v 0 warsv 19t udFuinsluszezusn
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NINTLAUNIATIIABAANAY (Mechanotransduction)”

wuihdlidfissnsdneifiediild 21% PCL lufvhazaned (GOUR) wisuifufuansau
Tnefimafudeyaifios 12 #Uavi uagshiamguinaiisosmen femsdadissndufeilungu
pranadasunuArhEy neenIdeimut mansedumsassneanautiu ReldAiand 6
&nv wawidlefnanuilufl 12 #Un wuthaeamauiinisatne fanasnnaemsdaduiie® wazain
sewilan msdaans PCL Gelinumsifnsatrafemnsaniziduden (vascular event) nuliies
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9N1589 21% PCL Tusvinazaieul (GOURI) dnvalutaaTudaluientdfenvinns@nutanadns
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mamwﬁuﬁamwﬁ’mﬁq 3 UnUUreInsRalaRIntaiuin 5 90 (5-point deep intradermal
injection) W3suWeuuismsdauuunszaeiilunth lusaadasaulneas
yafifedsioamsfigai msdaldfmilsiuan 5 9 Wisuisuiu msBanszansit
Tunth danuunnanstundelyl Tngldiiinmsadeneaaeulmildduin mnmsanideusases
Armidavigurasianiiuarmansgdusn Tnevimsdaansdand dlafavildudn 5 9a Tuluih
Frunils wazdnanunil s vnsdauuunszaeialume ludsunaeivindu 1 usiuau 3 ads
TudUawidi 0,4, 8 waz ¥n3¥anasad Tadefinanluiiinan 0,4, 8, 12, 24, 36 uay 52 dUa %
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Aeneaaaulnd 1 TnoAndu 80% vesneamuisnunvesivtiaiisane® Jadefidsuasonny
Lrvs1vessEUURmTuUseenidu Jademeuenuasadonmelu Inetadoman oz dsmanse nusons
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(1) Uavsmelu Intrinsic factors
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meluvestuiinifinTusgnasanauwasnanidesliliiaefie Reactive Oxygen Species (ROS) My



NANARANUATUDATUYENTAS daliiAn Oxidative Stress filUvmansadrulseneuveslasiadis
wad 9ulUEs DNA fa Amuvsrannmeluldsunlasanununuassnvaznidlasasy 2eamil
Sandn it wesdulusdlginids MdenTosduiusiu wilrindiunsas seusesynInadunils
M uarduniuiuuuag dulorssanausmuarbiathiaue aruBanguvesinanas luved
Usunadlusiul dduinnidsianas !
(2) Uadaneuen Extrinsic factors

anzonmea wafiy Fwnden 91913 38930 arududulsiidmwanensuansoon

999 Skin Phenotype Ingiannzegnadanslaiuisdeinnuaunnsgissoiilosusiaz fulusedus
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NinanoANYTIveIRINTe 80% P 1ng Phenotype Mina1nseded azwiuladnainie Rv1n
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SedeInsrAuliiAn ROS Uad 1inM$¥191uves MMPs vl saanguesneaaiauuInidy uas

Y

anmsinues TGF-B vilimsaisaeaaaudiesas Aoaanuiiilegnadiuly Wunalinaunin
uazUSNYeN fibroblast andassae’
222 madentligtulumsnsedunsadrsnoaanauldduin

roaaaunazdaad uidudulondniuina extracellular matrix 4 91in91n
nszUIUMIa1aves fibroblast InsasaaauwiminAsuLssis uardmaruimihilianudane
BN AUNTEUIUMIANNTTIVOITNME NTANAITEIANUNLILLLYDIA T A 84
fuudtuengiiiuinntu maanamesneanuistulpendeiosay 1 Tuyng 19 ludaudiony
30 U Guly"

nsvUrLMsiAnduluyng duveslassasnsvedlumih Ifun mandouydsusUesng

119 veagunenandsue Msvdoundesvestunduilowazidudy mMyaanevestuludutudn naen

a

udsAnusvestuiinis 112 fgnansadunaldainmenen wuludyaramesdymaluguuuy
#1499 WU Bauksnanuuiu Srsesunlunh Suldud dnvazvesduuus sewinsiauasmstle
YoauAnuuMIenananaLaz ey sesguntanAluLLILeY Tnseusfunielnsei seathmn seady
UYBIAYN GusiEiunnlunnds SuEluanuisassunsdiliund? fafunszuiunsasisneaaiay
sl SadunauuadAnlumsdnmsfuanuudiesivesivil Fsrnemiddelutiagiu wuslunsedu
msasemvaaaulud laun
(1) msldenlungy Retinoids

Dusyiusues vitamin A dswasonmsdesiumsaanasiivesnoaaliay waziuns
LanIaanYad Type 1 and Type 3 procollagen, reticulin fibers, Tropoelastin, fibrillin-1 wag
alycosaminoglycans (GAGs)!? lusvevenidmasamsiiiuanumnsvestuiomils andousises

PNALAN uaznsTugYLILL



(2) msl4 supplement Vitamin C
\Ju cofactor dAgyrasUfinien hydroxylation s8snsaezilu lysine waz proline
Tumsduas1zii type 1 collagen w93519me'° 9nmsAnwives Fitzpatrick and Rostan Tagn sl
10% ascorbic acid (water soluble) and 7% Tetrahexyldecyl- ascorbate (lipid soluble) Tu
anhydrous polysilicon gel safloadunar 12 §Uask nuiaunsnandeuvessisesiivaadiule
pg9lTud AN 9adinte
(3) mslegesluu estrogen uag Genistein (phytoestrogen)
IneuITenudnamisaduds tyrosine protein kinase wag MMPs!’ Fuda
NIPUIUMIANEFIVOINDAATIAL AIHARDAUTUTLYDIIMT UM TVUTUTEITUN warALfs
nIyduvBININIgUan'®
(4) M3l supplement ngu proteins , peptides wag amino acids
desnnlassadhamdnues aeaaududiuusenauvesnsnedilu glycine, proline
wag hydroxyproline 3aii 93 deatvayunanisly hydrolyzed collagen 7 fidulszneuves
nsmoilusanan nudinmsunsnduvesneaanwuiiasu W ludodovededi®in 1 8nvi collagen
oligopeptides Alfiadudsimthildudunug Juiudiuiidegsl membrane o4 fibroblast nszdy
mMsnanAoaalaulni danafu wag hyaluronic acid?
(5) miﬁlﬁﬁm‘%aqﬁawﬂnmiLmeﬂumjm Thermal energy base
ﬂﬁliﬁwq (radiofrequency : RAluNguvas Monopolar RF, Non-ablative RF waz
fractional RF?!, Broad-spectrum (1100-1800 nm) infrared lisht?? wazadu deep ultrasound
wumdssuanaauusimaniuihagnszdu hydrophilic structures YesnpaaaudalH LA NS
nsgdumsaisreaaaulni®? Iinadnsvoamssnnszdu fnmeueng3sudiouuniy
(6) mslitaesiloniansunndngu Laser uazmstninseua
WUTWAITAMUENATU 532 nm Way 1064 nm n3zulif vascular epithelial
cells Yaowans inflammatory mediators @swalit lAansUsulaseasiewetneaaiau (collagen
remodeling?>? uaznszdumsdaaszineaaninulalluszozenGudissoznan 6 &anvi uay
dutudesg 7 6 weu auils 12 Weu seailtuddaymsann?
(7) msldindnidondiuynana (Autologous platelet rich plasma : PRP)
Fnihdildimdafiensedumsvhaiumes dermal fibroblasts 910 growth factor
Gljﬁwf’mﬂ L% U platelet derived growth factor, TGF-B, fibroblast growth factor-2, vascular
endothelial growth factor, epidermal growth factor WJudu? NaéjWﬁ‘WUﬂﬁLﬂlll%’madizﬁU
procollagen Type 1 carboxy-terminal peptide ﬁﬂﬁLﬁmmﬁmzﬁumsa%maamwulmizg 1N

9114338 clinical trial 983 Redaelli kagAny Wu3IN153A PRP 4 mL 1n9 Weou tusnanadas 23 aun



fiongiade 47 U nudnfioufesay 30 Imshvtuvesiisesundn uwavoraainsiaaanuiniile
SuifavosRanisuenitu wavanunsoandeusisesvunidnls 2
) msliwadunina Stem cell therapy
NNSANYT U89 Zhenkun Zhang wagaazlud a.A. 2020 Wu11n1520 hydrogel
fiflduusenouaes sodium alginate (SA) and collagen type I (Col) kag hUC-MSCs
(mesenchymal stromal cell) vl#iRnnsifiunsasauvesneaanauazmsadadudenlnyd an
NITUIUNTONIEUBL I Ed Agyneatia >° dEsumISnuUIausaTessmerumMssuda NLRP3
pathway”"
(9) mslinanmInsnmsunndsaglnu Dermal thread lifting
drunndinléandmn polydioxanone (PDO) Baidulndmesadnnseviindnlaiid
wazgovaarglaniadinin melu1go "’;’wé’qmigﬂ‘éﬂqaﬂuﬁa@ja INNSANYINUIT PDO a11190
nIzAuUMTIIIUYeN fibroblast waznsedumsaineaaaulu WnadnsluSeswesmsennssdu
LLGZﬂﬂiﬁuWULﬁaL?jEJ32’33
(10) mslgiman1snIensUnNg Microneedle collagen induction therapy
dudmamsivildiiamsuindurnadninmilduiu dwalhiianisdniay
svevdu dldlumsuSuammituinmeuen NNMsANYINUIENIsansedunsassneaalaule
agafaruiisosas 2063 1 unadnsanmsadradudenlny uaznisadeusves fibroblast
Wilehnsa18s growth factor-B3 (TGF-B3) uaz new Type Ill collagen fibers? Tnsnns i
wuRmtlanmiinauludumyid 3-4 uaziimswasuulasmes type | collagen Fudausannguss
(11) mslimamsnienmsunme@aansifiuiu Filling substance ngu Hyaluronic acid
(HA)
ndedilinunalaenswanisdaunsizineaaiaulvl wiin1snafamgud
n3nsEdunTaiIreaaauN198e ® annafindiunsveai el efignineen danaldifn
mechanical tension ¥84 fibroblast I@EJ?EJULL%WUW}?LWN%W@& procollagen, TIMP-1 gy gene
expression of procollagen | and lll egnsfitfudAaynn9adifl 1 Wew wdadn way s procollagen
Hinsgaaidladlumsnndasioq TUfl 3 uay 6 ou®’
(12) M3NEINITEAUNTATIIMBAAIAY (collagen Biostimulator)
ludagtunsanansnsedunsasnsneaaaumastasuanutenlugsiannuay
vosUszmAlng wagsrsUszmatuogaunsvans osnnlvnadndEesanuseue g dusssuma
finsAnuisedenisihansfing saudrfuansianuashug Wenadwsi enunusasUaon i
wagsaenslsinnu delaiiimsudsussinmvsevlinuesansngy Biostimulator Liagnadniau udanunse

LU9A3129 A1nnalniisaans Biostimulator nszAuniuaunafinlunsasisneaanauldduly laud



mjmﬁﬂizéjwhuﬂalﬂmsé'mamwsgulﬁLLﬂ'Lsziu #3n&au Polycaprolactone (PCL), Polydioxanone
(PDO), Poly(D,)lactic acid (P(D,L)LA) wae nguitlaldnsedurunalnnisdnavssesdu ldun
Calcium hydroxyapatite (CaHA)
2.2.3 AMANwMYRIET PCL

Indalusuaalau (Polycaprolactone : PCL) dneglungulniieainasanglanss
funszituaniniuiy shunssurumsmaadlnemsdiaasumulndmesves E-caprolactone
wagldiusaufisen aunsagevamalanienssuiumslalaslatavesiussioames dnnudangu
ward ugUldfndiansindmesfidesameniedanmaug lnedgavaoumaisiussuin 60 pem
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e-Caprolactone PolyCaprolactone

i 2.1 lassasianiaaives Polycaprolactone

Feanauifinstosamemstimmazenudfuldtuidedelnesou Feling
Wannuldlumemsunmd wu lwuduusa (monofilament suture Monocryl) ietfeoRinidsuay
nszan lolun1sihdeen (drugcapsule) wag In1sihanldnssiunsasnaneaaiau (neocollagenesis)
Gedsnalviroaanauldfavindy suurunsgdudu Sasesiuiu sufimafiufiy (ugmentation)
warkasyazemvndaansindailusuanlnuty azanunsnnsedumsataneanaulndlduuds
q T‘-J3,4,5,6

v
v =3

wenanadatimsinunasslovdazdsavsmnlugudug uenmilonnnansises
wiu Tul A.A. 2022 Afasaneh Marefat wazandg 1o vinsnaasdlaens@nasinaailusuanlau tag
Aanumendinisdnidussezia 3 Weou wui amn'imhaam‘mmgymuuamiwam%ﬁaslﬁ A
nszUILMInszdunMsassreaaaul Ui i
2.2.4 YUIUMIATAoaa1aUlnl (neocollagenesis) 91nN15ana1S PCL
1NNTANYINARDIUNYNABINUIT N158AA1T PCL @11150NTEH UATATS

collagen TusdlutuRanila wagyinliRInTldnURUIf AL



msnnaeslutud lnensaans PCL ilmiluiunuiy udvinsnsatuielae
mMsfonandadn 13 Weu wuii Smsuaumsasas collagen Tvlseusans PCL Tua3e® wonanniu
ganv fibroblasts, neovascularization, elastic fibers laggiant cells 39U @13 PCL Lag AINURUN
Fvesimifaduiutuegafitd faydnde®
fanalnlunisadraneaniauues PCL Hu 1Anainmsfieyma PCL fnsmszansd
fusgnadusedeou vnthidulassas1eeanufii (3D scaffold) iesasfumsasaduleneaaiiaulu
annwIndeuiiusznaulusiemadene wu fibroblasts, giant cells®
warludiuvesans 21% PCL ludviazanetn demsdnesduanadomalulas
CESABP (Collagenesis-Enabled Solubilized Active and Biodegradable Polymer) #14n1530
ansunsvesusEv DEXLEVO vihlviluanavesans PCL agluvina 20-50 lulaswns gniilvieglu
sUuvvrnsauvarlngany sailudaviaratsdn dsaldinisnssaedmdsdaduninuni
YaNIINTUNTEUILMIa3e collagen tudurasnmsdeuusuiodofildSuuiniu Tnendmnde
15 PCL 924An 3 n3zuaumsndntu tufe Inflammation, proliferation & repair, remodeling®’
(1) szee Inflammatory phase (utufi 0-3)
szunnsEUIIMsHlsiivenden ndwintu wwiinsedeusivendindensia
Wranluunafidamsuadu Werdaduunnasy LLﬁ%ﬁ]%M&ﬁﬁﬂi%ﬁﬂiﬁLﬁ@ﬂﬂiﬁﬂLﬁU%’u Gy
g biiin 91MIVINNTOLAMAIAANS PCL L9 Wia1n139s Ao |anaslunenas N NS
a1 Growth Factors flagtelunmsmevesunaluszes Proliferative phase®!
(2) szwy Proliferative phase (Awiudi 3-10)
zfinnsiadaudives fibroblast cell wiauuiinisains vasnidonuazid oy o
fibroblast cell 9 @519 @15319W3 N collagen QnegLaniy type Il collagen), fibronectin, elastin,
proteoglycan, glycosaminoglycan(GAG)*! "?}ﬂﬂiﬂa%’l\iL‘Via"lﬁf\]zﬁﬂﬁa’sﬁmm%wsjuﬁa SEGRNAG
#o skin barrier fiudausiBnaae
(3) s¥eg Remodeling phase(‘wﬁﬁuﬁ 21 Juduly)
LNV type | collagen s maLNU type Il collagen®! %uﬂumzmumiﬁﬁwﬁu
Tuusnaiidnas PCL Tussazen
225 m3nszaneiaveelutuiom
o ofmtsesyudiu f8nvusdugniu miounesidanguil guili
(deformable porous medium) #wihlveanaianusodunszaedald® Wedaveunandluuda
wwindulnsweswamssnandu ﬂﬁﬂﬁULLiﬂoﬁ’umﬂTWiamaamm%ﬁﬂﬁmaammﬂﬁzmaaaﬂ"LUi;j
dadousnadiades Fimsnsvanesvemesmarii uenvnastufurinuazanududunesans

=3 o A A ) B S )
ENGEJuEJgﬂU‘UiiJ’mi‘VIQW LLAaZafIL3INAN 8NNIY



wrzdaliins@nundanisnszanedives 21% PCL in water Tuns2afiduiinily weAd

n13f nwdanisnszanedavesluydduiendu lun1sdafi duRmda 1in1snszanesai 1530

Ta3WAT NANUTUTUFT LazaLNTLAN8F AR TUDNEIDANUITLTUALTU >

2.3 ideiiedas
2.3.1 Usgansweuss PCL Giaﬂszmumsa%ﬁm@amLauﬁlmiuaz?\luuw”ﬂmmwﬁmﬂq
1NN15ANBIVDS Guk Jin Jeong wazauzlul a.A. 2019 vinn15aa PCL 1guiu
Rejuran (RJR) Lﬁaoﬁasaau’%nmmqm 71 4 uay 12 §Uavi wu v PCL wae RIR vilsasosusnm
WML
1NA15ANYI1V84 Ji Yeon Hong wazanglul a.A. 2020 vin152a PCL Wi gufiu
Phosphate buffed saline (PBS) luny ud2hnisdntuiiieg wuin d1uitdaans PCL fnnsas
poaanaulmlldininduiild PBS uardinsasisneaaauldunniian 6 dUansi aniuae Suasild
anas®
232 anudaendelumsly PCL Wuasnssdunsasnineaaliau

(1) Polycaprolactone (PCL) Lﬂumiﬁﬁmmﬂaamﬁa@ﬂ (high safety profile)

o
=1

PCL fmnudhiulgfuiiode Biocompatibility) Vilunasanaass wazludsdidin
1#3uaag1u 1SO 10993 Fedudfudn Polycaprolactone (PCL) fianuuasndy Wefinnsdudia iy
doifovesuyud® PCL fnuautAfigngosaaisldiesnusssued (Biodegradation) ldlay
nszurunstalaslada veswussioawesluatelndiues® wazgnnidneanianngenie
(Bioresorption) TugUvasiearsueulasenlus wari® uenanni PCL Sadudulseneudildlu
guUAsaIMIMsuImdnneg Fefinaniluudatnadiuy

(2) Polycaprolactone Dermal Injection ﬁmmﬂaamﬁﬂiumywé
ansrsauialan inumsiinsadadeed $1ouse wu nsgaduduidon
nathafesdlngndimssneiduiiswadrafos e dua nmsiiinoms Wy exmsuin waw
1M 9Tyt 647489

inmsfiudeya manaass PCL dermal injection vilunthlunannwaneszau
audn tne PCL ldiduans PCL Tusvihavans 70% CMC (Carboxymethycellulose) Taevinnis
Wudeyaluszezian 3 U fmssusiuuiinun 1,111 ada uavnaunsshendussesnm 13
U Tulszmalaniu®® wuiuia

1. 91M5UaM (Edema) (Aflormsunundn 2 &a1%) 50 578 (4.5%)

2. se8th (Bruising) 30 518 (2.7%)

3. IunwNUUL (Malar edema) 8 518 (0.72%)



4. Lﬁﬂﬁaugu%’miﬂ (Temporarily palpable lump) 5 518 (0.45%)
5. MsiamsAsuuUamesdia (Discoloration) 2 578 (0.18%)
warlud AA. 2022 Addonnusemaldniy mawnewnng Chun-Hsien

Huang wazAMz WUEUaeMds 1 918 01y 23 U AldSumssnwidionisia PCL ludwihazane 70%
CMC U 2 davinaziionnisvedlsarieny (vitiligo)

uonntussdinissenugtinifuesniain nodule wie granuloma Tuffheuns
51655 fruuzlumssie Wetesiumsin nodule fifeil®2

1. 2ngnay < 0.2 mlL

1 [

. N899

)
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¥ a a v A

2

3. udausanadile SUEUIN Larseun1In

4. sefnseYaduirwlunufiafoui

5. laidaUsunaann Wetestumsiinussiswesimmilsiinnndiuly
6

 lu@aluRnuiarusu

2.4 NIINAIUENNRZIY
IINNMINUNIUITIUNTTU NUINWITelagdILnN 91 sAny sz vdnaresnsnszau
msasnneaaaulyg memsida PCL Tuguwuueas 30% PCL lusavinagate 70% carboxymethyl

cellulose (CMQ) @99710NSANEUANRLNUIT CMC 9190NARBNN SN USUIASVDITURINITIAS1?

'
=

Fyo19:8usauUsnau (confounding factor) luniswdsuan1snsefunsasInoaaIlay wase e
Aonsiingannesimslunends uaswuIndiiiies 1 U398 970 Guk Jin Jeong uavAmE
fifldnumiisnessnddy ndnndis msfnudseavBninuesnisin 219% PCL lusviazansth (21%
PCL in waten) Tuneadiin deUseAnBnmnisandeu3isessaunient eenauiieg a1 Iua
$1un 7 au FesreazBuavesnuidenuimelunsruiumsmaaes dimsinasiiegiaanizye
Fiea 1 ads waeTanadwsiatumely 12 et wirdu Tnenedudenuin nsgdumsatianeam
wundsnmsdnans 219%PCLlufwhazaneth dufnlddifiant 6 dunsiuasidlefnnailuil 12 SUai
wuiAeasauiimsaisiianag

#ilaifinsfinen3somsdnans 21% PCL Tufvhazaeth lundudegnsalng wuuasy
nsvvIuMs 3 A sudedsliimsfnulafiudsudiounadndvesnoaanauiifnd uiuuuuuis
sdaluuuusingg uagianansinmmssimuauaniondduiudug Ausnmileanyszansua
YBINTANAIYDITITOTOUANAT
Snviansdanszanesilunihuuudaduii feshnmsanaeyaunnmiinisaldfmity

= = o § v a I3 dl 1Y = ° o a Aa v =
an b f'\]a@ f\]\‘WﬂIWﬂJI@ﬂWﬁLﬂ@ﬁj’]@JLﬁ]‘UU'J@ ‘Viiaf«'\lasll"lqLﬂEN"i]']ﬂﬂ’]5'1/]7‘1/1{5]ﬂﬂ']ﬁUiL’)mVlQ@vLﬂll']ﬂﬂ'J’] LINEN



Ldgmsfnwmsaatuguuuuil meidedeamsiiganin 3msaanszaneiilunt Microneedle
intradermal injection U3 gulfiguiiu N158AAAMHINTITUEN 5 90 (5-point deep intradermal
injection) fiAuuanensiuvsell TuAuvesnNuBAguYemMTY MIanEeusITes MInNTedus

£ a (Y a 5 a = o/ 3
YUV LL@%N@"U’NLQENIU?%EJSEJ’]’) NANAINNTAAATU 3 AT Iﬂﬂﬁ]%@]@@]’]&l&lﬁlﬂ?}ﬁﬂﬂ 52 dUan

2.5 NDULUIAANITINY

fAfeldvhmafnwUssAmBamussnisa 219% PCL ludviagaei wuunsdafifmds
Fuin (deep intradermal injection) 7 # 1uni svaslunti waz Snd1uvedluminginisansaeds
Aszaelunth Microneedle Intradermal Injection Judwu 3 ﬂ%’j& fiszuzinm 0,4 oz 8
av deUTunmeniivihfuisaesi iy TaswFeuisunsiuaanweestaniihlaeg faludaiie
LowA Auavey we1A3eile Cutometer AsanLdeus 1508 e1As asile Visioscan wags

[ 2

nsedusyLIy Mensewls VISIA® 7" Generation saulutawatnadeswingg Tuszegend 9Ini5n1s

Anvaeawuy lusveziia 4, 8, 12, 24, 36 uar 52 dUA1Y audau aunsAneideluguiuy

Split-face, prospective cohort, randomized control trial



uni 3
Aoauliunsinen

3.1 sUuwuUn1RY

N1sNAaRIINAT InLuUlna uAIUAY Split-face, prospective cohort, randomized
control trial Tnemsiia 21% Polycaprolactone (PCL) Tusiavhazaneth vianun 3 asadied 0, 4 uay
8 dUn"9i neun1sdnaglionanaiasidnianidenuulssfiuuasduiindoyaiasesunlundh
AuBavey wargyuauuulunii deusumsmaaes wazazdinmsinanuwadl 52 &ansi ndsmssnm
fiogUsrAvinavesmsttuanimionih wwusuiinildlumafunusadeyanimesesde

1. woutufindoyaiasesuulunthvesgidnsuide

2. wuvduiindeyamnudavewresiviuluninvesidn s iy

3. wuutufindeyaiasesvesiavisuvlunihvssdidninnide

4. wuutuindeyasyuvuuulunthvesgiinsuidde

5. wuudunindeyanadnafeaInmsvininan1svegiin i3y Tneagduiing 0, 4, 8,12,

24 36 way 52 dai ANtz llasuranisvaaes

3.2 N15993UN1TNAITUIINAULNTIUNIIN1TITETUNY B
Wendinusatull sun s sanAnenITuNITsesTIuMSIds e W Inede

55A9U A DPUHREC 004/65FB. COA No. 005/65 it elsiid ulumiuszidounisiduiigndes

N7 AN

3.3 ASAMNUAUTEYINTUALNEUAIBENS

3.3.1 Usevns

Usensing a1gsendng 30 - 50 U ladrinime

3.3.2 NRUAIRENY
fidinsaAdelne engsening 30 - 50 U Fsdugeniirsiumsdnuidelneanuadas
19 wazaswnuduaednualsnesluenansuansanudugenlunsidnsiumsive

3.3.3 YUIARIDENY

(1) $199991n91U3T09 Guk Jin Jeong wazanz® Falgvimsiseiiientunmsinans

PCL 21% in water Iumﬁ'ﬂm?ﬂ’siasu?nmmqmT,msflfff Crow feet grading scale Wuan

12 dUA19 WUINALRAEYDISITRUNBUNITNAGDIAD 1.79 ALRALIITOUNAINITNAADIAD 1.41
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drudsavunasgude 024 fuuavuiafegiiionageuaunigiuaiade tnefuuali Type |
error = 0.05, Power = 0.9 ¢l dmanmInaaesiaan 10 A0EN9R BN

(2) $199991n91U3T04 Ji Yeon Hong uazaaiz3® Zelavinnsisefifentunsanans
PCL 21% in water Tunynaaes mmi’ui’mwamm@wsjusuaqamﬁqé’qmﬂ%im Cutometer (Junan
4 FUni nuhAndennudanduieunsvnassie 0.339 mine AledsanuBangundimmnass
@9 0.725 wi1g drud sauuanIsIu Ao 0.31 MuunvLIARI0E R evAdeUALNAF U
Tnafnunl Type | error = 0.05, Power = 0.9 ¢l dNanmnaaewIuA 7 AeEesangy

MU 2 dreg §idedddnguiaedns 15 feg siondu etostunisan
NAUTENINMITNAADY VOIS IUNAFDS

334 LNUNNIAALI

(1) dywdlng e1g5endng 30 - 50 U lidriame

(2) LfusgiRnmsun Polycaprolactone (PCL)

3) lildsumsriinomsiuninuanuilunihlugag 6 Weufiinuan uazazdedlid
FumsviinamsuuluninauauszeznaINsAne vy

@) lddulsanssguusiame wu wivnu Insess ugid

(5) ldfulsamsfianifausnalunt

6) lailaldengualiiosess enguLITALea NS0 SHARYAAR?

(7) ldSuUsEmundn fuaansEsuems ﬁﬂﬁzﬁumia%maaamu 1 Pycnogenol,
Astaxanthin, Collagen di-tripeptide

(8) lwAsunanAudia3osdonsdldegidulsydisenineammaaes

(9) anwnsananides anufeunsennuibugldndslasumannaes

(10) lﬁiﬁiwﬁqﬁagiuﬂiaqéigaﬂisﬁ naemadlauuyns wasngilutivionunysedneu

(11) A1 Wrinkle severity grading system®? 11nn1 w3anfiu 3

3.3.5 NNNNTARDEN NAINTEY

(1) wiWans Polycaprolactone (PCL) #l#luns¥nun

(2) VIANIANADTENINNTANEIIVE

(3) Aenensanmduldsugtime Adwmalilunhiasuudasld

(@) WanusaufiRaunuuInsnsvean sneasdls W 1 sunsvivinansauay
suuulunihszrinseglutisweammnass vieiasunan fausiguarvih Wegdulsedrsewinams
NAADY

3.3.6 NITUIUNTVBAUBULDNDIAaNAS (Informed consent process)
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PveduldvernuBugensonanadnsmenues seafduudyays finsudiuves
pnanaiins uazlvonaadasasuinluonasuansanudugeulunisin 1iIuns3ae (inform consent)
Tuduil 18 $unAu wa. 2565 a S-Mart Clinic 81A15 S-Mart AWC 35/2 %oy Usviaiguyia 29
(Tann) auudseES gy WUt we a1and1 NTINNEIUAS

Feoranasinslasumsesuieangiseisingusrasdueimside Bmsise Sunsie
WismmITeafintueInmMsive saustleniienafntunnmAieecsazdonuariinrudle
fud Fagidelimeununineg immasinsasdosnennudla Lilatieusy ausaaiasela
Tnemanadasiaing 3 Tlumsuanaansiuadniulasimsiifeanuadasle

33.7 fRdeuvnguitegseendu nquvnaeiLanguaIuaN
(1) ngunaaes : lunihdnsiild¥umstin 21% PCL Tudvinasaneth deTimsdald
ﬁawﬁﬂ%uﬁﬂ 5 90 (5-point deep intradermal injection)
(2) nguarunx : lumihdsldumsaa 219 PCL Tusvhazaneti Tuguiuunseaneh

Tuntinee38 microneedle intradermal injection

3.4 gunsaililusuide
3.4.1 21% Polycaprolactone in water (GOURI®), lunuunasndadnsagy 1 mL
3.4.2 Wudnenaun 30G
343 gunsniuazindesdiounnd 1wy 3 ueanesed eloldudaiis Afisvesdiag
3.4.4 gnusuumdmsuluni
3.4.5 guAWA Cetirizine ¥liawin 10 mg

a v

2.4.6 WONA1SWIAMUBUYRN5IUITY (Consent Form)

dlyyl

3.4.7 BNaTUeNaTLAITIEaYBYA TN T ITeARM U

[

348 uuutuiindeyaiiugruvesiidhinifodoumsie
3.4.9 wuuduiinteya
(1) wutiuiindeyassesuulunthussidninide
(2) wuutuiindeyannudanguvesiimvtudlunthvesins iy
(3) wuutuindeyasyuvuuulunthvesgiinsuidey
(@) wuutuiindeyanatnufeannmsiinansveeiinTinidy
3.4.10 1A399 Cutometer Dual MPA580 (Cutometer Probe )
3.4.11 1n38q Visioscan VC98
3.4.12 1p383 VISIA® 7" Generation
3.4.13 @304 Vital Injector 3
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3.4.14 Wduvialdudfsdmsuiases Vital Injector 3
3.4.15 PNENTIUTOMAY ONAITRTIVFBUANNIATEY  Cutometer Dual MPA580, Visio

Scan V98, VISIA® 7' Generation uag Lﬂ%'a& Vital Injector 3

3.5 wnesiieildlunismnass
3.5.1 Cutometer dual MPA580
Jundesildfumssonsuniamsunmg lumiAdvannin Wuedesilduinsgu
uazizeanfifellatimsnsaammnediseilodasiimihvesuitmlnenss Tudmveagniiain

Tasun1seusiIsmMsitiesowazitnlansvinauredesas e (Probes) wazlusunsutdusgaf

(%
Y [ [

TneiPIndinall

m‘wﬁ 3.1 Lﬂ%la\‘i Cutometer Dual MPA580

Cutometer dual MPA580 Wag1i2 Cutometer MPA580 Probe il oinanudangu
yasRmifa (skin elasticity) livdnvesusega Insgunsalaiaussiuauiuin sntufiaviggngah
TulugSuuamwoniiaies Avesuasiinzarluiiaiesazgnimualnsansdnuesuasiianunsanzg
sufald Bdufuanusuniuresiaieussduau (firmness) warnsAuganmmiAuvesfiangsain
ussuauameai(elasticity) Feazldnasenudunsin waganunsndnnaeonududuaule

3.5.2 Visioscan VC98

Huedesfianansotnanudniuwesioniild Tnemslduadansililowne (UVA)
Nnunasidiauas uazisunandundedidi (CCD-Camera) Bsagldmwanadndisimdsenegenn
n¥sntiu hamildunvhmsimne anudniudeneuazBeavesimils Tneldlusunsy
SELS (Surface Evaluation of the Living Skin) Program WierwIn Surface Parameters Tnganunse

o < (Y E4
muwaeandudaavla
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m‘wﬁ 3.2 Lﬂ%"a\‘i Visioscan VC98

353 1A3849 VISIA Complexion Analysis System
Hunan Susivesu3n Canfield Scientific, Inc. Ussmaaniaiuini lasiados VISIA
anusauUszdiuanmiovthldisioviiiduuy waedufndianadly snmamennlumhlévs 3 g
Ao Ythnsa f1ude 33° uavdue 33° #e uaedildlumstenwianan 3 WWUAe Standard,
Cross- Polarize wag UV Fluorescence 1ag uas Standard aglinmiifidnuwaeauanuduais v
Tiifusesne 31508 sy waranuidoudisuvedluniilfegredniou Tnglumudded ma

AdeldmsinAsyNIURINATeall

MNA 3.3 1309 VISIA® 71 Generation Wazn150N8MNNT 3 LUU
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3.5.4 Vital Injector 3
Juadesilounnd Alesulusyanmann diinnunuznssmnso ez nsenTN
A151 5048 LavT luayn 65-2-2-2-0004400 4§ awAns sl Vital Injector3 Model ESK-2432MTG

[y

gunsalilldasuaygyinan usem wawe dulundu e Wwesesdeniviglumsvindaanisuuy
Microneedle Intradermal Injection 1 un153nansladufavds uuunsranenalumin 4 slidedfe
ausamuuaUsunue iy NseauaNudnivingy uazdalansiag 9 AL AMUSNYEYDY

v & d' 1 a £ X '
WIVH IWBATUANAITULANAINNDIIVUTY IUﬂqulﬂaE]\ﬂ‘UﬂEjiJﬂ’JUﬂll

3.6 9NN

36.1 Andenoraalinafidnsmnuidenuinaeiiaald

3.6.2 s?j?u,a]asﬂ’aaﬂaimﬁdﬂLaﬂmiﬁﬂ’ayjaﬁ'mmsaﬁmﬁaq%’Umwdawﬂ’ﬂiw‘[mﬂmu’?é’a
onananmsiansandulangnedasylunsinsinnmsAnuive

3.6.3 praadasasanganwalonusluenasiianudugenlunsshe (consent form)

364 omnaiasnsenysy nvislouasdeyaiiugiu

3.6.5 yManuazenrmineaadas a1eguntngg, Audg uag anuIn

3.6.6 Randomization Iuwﬁ%ma%iﬁﬂ A28 Block Randomization

3.6.7 AutoyannuBangu Srsesuaryuruvesiavingidnnidesenies Cutometer
Dual MPA580 1383 Visioscan VC98 wazin3as VISIA® 7% Generation Tuu3nafiazyiinsdnans

PCL wazdinangndnuseanal 2 9. AU i 3.4 lnganauagnivualagunngausieiu

|
SN -
[F \'\'\\\\‘n I/ ] :

‘@\ ( @'}f

\ 9
\ /
3---2--\q p)-z\-..‘-/a
et \ e w
Ny ./

=

o o I o 8 v
AN 3.4 WqLL‘ViTNV]ﬂ']ﬁu@iuﬂ']iLﬂ“UcU@llua
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(1) dumisiidmuadugada s
(2) shumtisdl 7 daa1nandnans PCL sumiadt 1 luduiaia 2 au. Tussunuifiad
(3) fumisdl 8 §n1ngAnans PCL sumiiedl 1 lUfumaia 2 s, Tuszunuidesu
(4) shuviiail 9 Ya1ngngudnaniwesnadnans PCL sl 2-4 Fulumnady
UIhalann 2 9y, InAudnans
(5) sumsil 10 faangagudnansvesgadnans PCL Al 2-4 Fulumadin
USaUtnawAY 2 gy, 31nAUdNaIs
(6) Fumisdt 11 szmiadunseiianngadaans PCL suvtsil 5 uag 6
368 Tenanasinssudsemuen Antihistamine uaz menvvialunth w30 il
3.6.9 W38l 21% PCL in water 2 syringes (2 mL) / @1@aiins 1 Ay wazidu 30 G
3.6.10 AnwazeauIuiazdnfediayu 70% alcohol
3611 @nes 21% PCL in water paisuvtisidinuald vinalumhineiidunguneses

AINNINT 3.5 USUImssam 1 mL A2e38 Deep intradermal injection

- \\\'\*‘S\\\\. iz I %

5®\ [ LB

G
e B L »‘) L
\ /

et L .
a

dl o 1 d‘ o
AN 3.5 AWMU UA UM SNAas

(1) FunUn 1 USumliodl 2 9u. Nt mid pupil line Y5u1915 0.2 mL
(2) sumisi 2 vearntnayn 2 wa. Usues 0.2 mL
(3) @unusi 3 deanaiunsd 2 1Udn 3 au. Tuszuudeaiu Ysuins 0.2 mL

(4) Furdai 4 Meangudn 3 oy, 119 2 919 YSans 0.2 mlL
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(5) Funadi 5 frudnees lateral canthus 2 @, USums 0.1 mL
(6) Funuafi 6 d1uanese lateral canthus 2 @y, USums 0.1 mL
3.6.12 @n 21% PCL in water nszaneviaiavth vinalunihinsiidunguaiuny ¢eis
Microneedle intradermal injection Inggunsal Vital Injector 3 A8A14EN 2.0 mm YSUIATTW
1 mL

3.6.13 taUszdiunanioudadnludunviil 4 uay 8 lnaiiudeyauasdnwmseuenaasing

WA EINUTUNMSNABDIATILTA
2.6.14 taUszdiunaluduana 24 , &a19ia 36 way dUA1vin 52



3.7 NITUIUNIINAADY

azzeszed for 2ligibilizy (n=15) Excluded [n=0 ]

I + Mot mesting inclusion criteria (n=0)
— #| « Declined to participate (n=0]

* « Other reasons (n=0)

Azzezzmnent clinizzl parametsrs (n=15]

split face rendom allocation to
intervention (n=15

! [ )

AT D wesk L

AT 0 wissk

Ezszlinz result (n=13

pllocat=d oo 1% treatment (n=15
b EEcsived E-POI|n=13

be. Did not receive 5-POI [n=0

Ezzelinz result (n=13
pllocated oo 1% tregtment (n=15
e Fecsived MILin=15 |

e Did not receive MIl [n=0

Discontinued participation (n=2 | ja—— —— Discontinued participation (n=2

;3 ¥

K AT Lwe

Atdwe

K

H-week result [n=13]
pllocated to 2™ treatment (n=13
b Received 5-POIN(n=13 |

b Ciid not receive 5-PCHI (n=0

H-week result (n=13]
pllocated to 2™ treatment [n=13

b Recsived MIn=13
ke Ciid not receive kIl [n=0)

1_

AT B wesk

F-week result [n=13)

pllocated to 3 treatrnent {n=13)
b Fecswved 5-POI n=13

b Cid not receive 5-PC (n=0

F-week result [n=13)
pllocated to 3 treatment |n=13)
bk Recsived M R=13 )

b Cid not receive Bl [n=0

b
AT 12 wesk

AT 12 wesk

L z-week result (n=13)
Lost to follow-up [n=0)

L
AT Zd week
[ i-week rzsult (n=13)
| o=t to follow-up [n=0]

ki

AT ZE wesk
E&-week result (n=13)
Lost to follow-up (n=0j

AT 52 wesk
EZ-week result (n=13)
Lozt to follow-up (n=0)

L

=]

Analyzed in=13

& Exgluded from amzlysis [n=0

1Z-week result (n=13)
Lozt to follow-up [n=0)

L
AT Zd wesk
[ i-week rzzult (n=13)
Lost to follow-up [n=0]

L
AT 35 week
F 5-week result (n=13]
Lost to follow-up [n=0]

L
AT 52 wesk
F2-week result (n=13]
Lost to follow-up [n=0]

¥

f.nzlyzed n=13
e Excluded from anzlysis [n=0
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3.8 msnsendeyanazananitlunisine

[%
aa a A

3.8.1 MyIATIBRARALTINUGIY (Descriptive Statistics)
(1) deyadewiufenfuinumeialuvesideoly (Baseline Characteristics) 1Hur
MsuaNkasANNR Aadsdudenuunnsgiu
2) AiTalaainaios Cutometer Dual MPA580 (AuEANEL), 1A309 Visioscan
VCO8 (32308), 1309 VISIA® 7 Generation (3yua1) léur dansdeyalnethendiinldm d1iade
musunavedlunthlnednnguidu 3 ngu (Sub-group analysis) laun
(2.1) ngu wuIn (Forehead) oA siumis 1, 7, 8
(2.2) ngu ¥1am (lateral canthus) e sums 5, 6, 11
(2.3) ngu Ty (mid-cheek) louA fiwnia 2, 3, 4, 9, 10 ei’smﬁmwummgm
(3) wathadewinge Tdud NMsuanuanud
3.8.2 MyBATIBRARATIBYNIY (Inferential Statistics)
(1) Anszvivateyase Kolmogorov-Smimoff Test LilonadeunsuankasUni
(2) TlWsunsuadia SPSS version 29.0 (2023) AAsIzvigadeyasivain Two-way
Repeated ANOVA laun
(2.1) Mg fdusius (nteraction) vesyadeya F5mMsinwn (Method) fiu
JrgEaRnAIUNg (time) ﬁLﬂlwﬁu/a@m 0,4, 8,12, 24, 36 way 52 dUa
(2.2) Compare between group Wisuifsuaadesening Method 2 U
W 7 eszezm
(2.3) Compare within group m3L‘Uﬁ'auuﬂawaaﬁqmeﬁaaﬂaiuﬂajugﬂLLU‘umi?m
Feru naensTavAII 7 U3

(2.4) Pairwise multiple comparison 1ng735 Bonferroni (post-hoc test) (V1o

311 Compare within group) MYMsEEnANgadayalunguIgIIaladinuwnnd19 eI

Y

NledAgy



UNN 4

NaN1578

MsAnuIdeiEes Ustavdnavesnsdnanstndanlusuanlnusemsiaunnm amian i
ormadasaulng fre3Emsdaldfmdeiudn 5 90 Wisuifieutu msdauuunssanetilunih uay
Aamumaluszeyina 1 T mveaemndtnuuudy uuseimih fnguszasdileTouiiioy
UszAvSravesnsin 219% PCL ludwhazaneth Tuenanasinsaulng sewia msdaldfiovdsdaudn
5 9a (5-point deep intradermal injection) LazN158auuUnTranet alumi Microneedle
intradermal injection uiaz413 lngTaain anudangu 32508 wazsuingyuvu lasieos
Cutometer MPA580 Wa¢ Visioscan VCI98 wag Wat 19bA 84 tuse 821381 0,4, 8,12, 24, 36 ha
52 dUnv

FINAN TN 21% PCL Tusirvinazataun (GOURI®) Nanlyinuenadiinsmasnyian1saneniIve

o
)=

1 le5umsaiivayu 91nUSev Budaes Ussna lne) 4110

1.1 YeyadosduiRsatudnumsiiluvesfidnsuide

o1l AT Hunag g1 9mnsAnuniTeased il 15 au do1g320919 30-50 0 Tae
1l evnasinsgnAneonszninemside 2 au (Jumandgs 2 aw) Andufesay 13.3 Wewnndsdnlu
Fensifl 4 vesmsvaaes Taeiiflonsuamsidluwh wazwWdenan Jslesumssnusenisine,
Dexamethasone 4 mg mnadudens dudnlafuinaminisdneen Sufosneranadasii 2 au
ponaInMsAnuitetl

msinsesideyadnuarilunuin evanaias fengeds 41.23+5.63 U iumandgefon
av 53.85 WwnrAvesesay 46.15 lafilsausea1da Wrinkle severity grading system (WSGS) i
A10de 3.50+0.52 Hamnidumnaasuuuuiseiaihdnuae Wluvesnaunaaes 11 2 nauis

Tufimnunanenaiu

A15199 4.1 18, e, Wrinkle Severity Grading R8eveIngusiieg1a (n=13)

sample (n=13)

Age 41.2 + 5.6 (min=30, max=49)

Gender Male=6 (46.2%) , Female=7 (53.8%)

Wrinkle severity grade 3.54+0.52




4.2 uafnuANEAEUYaLHa (Skin elasticity)
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Anfiazlduszifiu o A1 R2 Gross Elasticity Ineia3es Cutometer MPA580 Wumsinamy

PANEUVBIRT I1NAINITRNIMVBIAINEININNTAUAIVDIR NI vidagnaaneusIiuau Inga R2 9

11010 uansienuaunsalunsAuiIvesEIniiiiganageunaIn

Gross Elasticity (R2)

M1971990 4.2 Gross elasticity comparison between microneedle intradermal injection and 5-

point deep intradermal injection at lateral canthus

5-point deep
Microneedle
intradermal Mean difference
Time intradermal injection P-value®
injection (95%CI)
(mean+SD)
(mean+SD)
Lateral canthus
Baseline 57.73+7.97 58.03+6.46 -0.30 (-4.67, 4.07) 0.882
Week 4 58.27+6.12 58.58+7.07 -0.31 (-6.32, 5.70) 0913
Week 8 62.14+6.84 61.42+5.49 0.72 (-2.62, 4.05) 0.648
Week 12 62.49+6.29 60.97+7.02 1.52 (-3.26, 6.30) 0.500
Week 24 61.43+11.22 62.59+10.96 -1.16 (-7.02, 4.69) 0.673
Week 36 61.19+9.98 60.99+8.96 0.21 (-4.73, 5.14) 0.929
Week 52 61.329+8.85 61.78+8.13 -0.39 (-4.56, 3.78) 0.844

P-value (Partial h?)®

0.425 (0.496) 0.701 (0.353)

P-value (Partial N?)©

0.989 (0.012)

p-value (a) interaction between group*time, (b) compare within-group, and (c) compare

between-group

*Statistically significant at the 0.05 level (Q=0.05/2)", (Ql=0.05/7)°
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R2 (Lateral canthus )
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Al 4.1 Line graph shows the mean gross elasticity (R2) at lateral canthus

Baseline

27

Week 8

Week 4 Week 12

@ |\licroneedle intradermal injection

Week 24

Week 36

- «@= « 5-point Protocol

Week 52

a4l 4.3 Multiple comparison analysis on the gross elasticity of microneedle intradermal

injection and 5-point deep intradermal injection at lateral canthus

5-point deep intradermal
Microneedle intradermal injection
Pairwise comparisons injection Mean difference (P-
Mean difference (P-value)
value)
Baseline vs. Week 4 0.54 (1.000) 0.55 (1.000)
Baseline vs. Week 8 4.41 (1.000) 3.39 (1.000)
Baseline vs. Week 12 4.76 (1.000) 2.94 (1.000)
Baseline vs. Week 24 3.70 (1.000) 4.56 (1.000)
Baseline vs. Week 36 3.46 (1.000) 2.96 (1.000)
Baseline vs. Week 52 3.66 (1.000) 3.74 (1.000)
Week 4 vs. Week 8 3.87 (1.000) 2.84 (1.000)
Week 4 vs. Week 12 4.22 (0.902) 2.39 (1.000)
Week 4 vs. Week 24 3.16 (1.000) 4.01 (1.000)
Week 4 vs. Week 36 2.92 (1.000) 2.41 (1.000)
Week 4 vs. Week 52 3.12 (1.000) 3.20 (1.000)
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15197 4.3 #9

5-point deep intradermal
Microneedle intradermal injection
Pairwise comparisons injection Mean difference
Mean difference (P-value)
(P-value)

Week 8 vs. Week 12 0.36 (1.000) -0.45 (1.000)
Week 8 vs. Week 24 -0.71 (1.000) 1.17 (1.000)
Week 8 vs. Week 36 -0.94 (1.000) -0.43 (1.000)
Week 8 vs. Week 52 -0.75 (1.000) 0.36 (1.000)
Week 12 vs. Week 24 -1.06 (1.000) 1.62 (1.000)
Week 12 vs. Week 36 -1.30 (1.000) 0.02 (1.000)
Week 12 vs. Week 52 -1.10 (1.000) 0.81 (1.000)
Week 24 vs. Week 36 -0.24 (1.000) -1.60 (1.000)
Week 24 vs. Week 52 -0.04 (1.000) -0.82 (1.000)
Week 36 vs. Week 52 0.20 (1.000) 0.79 (1.000)

Multiple comparison determines by the Bonferroni method

* The mean difference is significant at the 0.05 level (0=0.05/2x7)

91NM13797 4.2 uARaA Gross elasticity 513190y Microneedle intradermal injection
waz 5-point deep intradermal injection Tusl1lan1am1 WU UduRUSIEnINeIsMssnyuas
19 anunaluidediAgneada (P=0.989) nionanila11 Nar03315n155n1¥1 Microneedle
intradermal injection W8 ¥ 5-pointdeep intradermal injection 0o Gross elasticity U518
Aunameniimaasudasiaenadesiuluidasdisinnuna malnsziuTouisunelung
WM ITAINUIT AT Gross elasticity U8936n155n91078 Microneedle intradermal injection $A1g
Wasuawsazdafanunaliwnnssiilunieadf (P=0.425) Wudienfuan Gross elasticity Ve
33n155n915-point deep intradermal injection finsiUasuLUausaz T RARLNEb Y e N6 9 U
Tumnsedin (P=0.701) waziilowSeuiiousn Gross elasticity veesiuntienam sEninaIsmssnuma

goanud llianuuansnsiuyngdaausalunigada (P>0.05/7)
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a1519fl 4.4 Gross elasticity comparison between microneedle intradermal injection and 5-

point deep intradermal injection at forehead

Microneedle 5-point deep
Mean difference
Time intradermal injection intradermal P-value'
(95%Cl)

(mean+SD) injection
Forehead
Baseline 56.69+7.37 55.45+5.01 1.24 (-3.71, 6.18) 0.595
Week 4 60.15+6.26 56.68+5.91 3.47 (-2.16, 9.10) 0.204
Week 8 59.56+8.02 59.31+5.33 0.24 (-5.71, 6.20) 0.930
Week 12 59.87+6.68 58.42+5.62 1.45 (-3.01, 5.92) 0.492
Week 24 71.20+9.90 70.21+9.66 0.99 (-5.66, 7.64) 0.751
Week 36 62.33+11.07 61.35+10.41 0.98 (-5.45, 7.40) 0.747
Week 52 63.55+9.75 65.98+9.62 -2.43 (-9.40, 4.55) 0.463
P-value (Partial N?)"® 0.017* (0.789) 0.002* (0.912)
P-value (Partial N*)® 0.838 (0.037)

p-value (a) interaction between group*time, (b) compare within-group, and (c) compare
between-group
*Statistically significant at the 0.05 level (0=0.05/2)®, (Q=0.05/7)
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AWd 4.2 Line graph shows the mean gross elasticity (R2) at forehead

A15199 4.5 Multiple comparison analysis on the gross elasticity of microneedle intradermal

injection and 5-point deep intradermal injection at forehead

5-point deep intradermal
Pairwise comparisons Microneedle intradermal injection injection Mean difference (P-
Mean difference (P-value) value)

Baseline vs. Week 4 3.47 (1.000) 1.23 (1.000)
Baseline vs. Week 8 2.87 (1.000) 3.86 (1.000)
Baseline vs. Week 12 3.18 (1.000) 2.97 (1.000)
Baseline vs. Week 24 14.52 (0.018) 14.76* (<0.001)
Baseline vs. Week 36 5.64 (1.000) 5.91 (1.000)
Baseline vs. Week 52 6.86 (1.000) 10.53 (0.049)
Week 4 vs. Week 8 -0.60 (1.000) 2.63 (1.000)
Week 4 vs. Week 12 -0.28 (1.000) 1.74 (1.000)
Week 4 vs. Week 24 11.05 (0.006) 13.53 (0.006)
Week 4 vs. Week 36 2.18 (1.000) 4.67 (1.000)
Week 4 vs. Week 52 3.40 (1.000) 9.30 (0.254)
Week 8 vs. Week 12 0.32 (1.000) -0.89 (1.000)
Week 8 vs. Week 24 11.65 (0.029) 10.90 (0.042)
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5-point deep intradermal
Microneedle intradermal injection
Pairwise comparisons injection Mean difference (P-
Mean difference (P-value)
value)
Week 8 vs. Week 36 2.77 (1.000) 2.04 (1.000)
Week 8 vs. Week 52 3.99 (1.000) 6.67 (0.209)
Week 12 vs. Week 24 11.33* (<0.001) 11.80* (<0.001)
Week 12 vs. Week 36 2.46 (1.000) 2.94 (1.000)
Week 12 vs. Week 52 3.68 (1.000) 7.56 (0.268)
Week 24 vs. Week 36 -8.88 (0.577) -8.86 (0.062)
Week 24 vs. Week 52 -7.65 (0.286) -4.24 (1.000)
Week 36 vs. Week 52 1.22 (1.000) 4.62 (1.000)

Multiple comparison determines by the Bonferroni method

* The mean difference is significant at the 0.05 level (0=0.05/2x7)

AR5 4.4 L@ndA Gross elasticity izm’mmju Microneedle intradermal injection
wag 5-point deep intradermal injection Tusiumiianiingnn wud UHduRussenIneisn1ssny ey
F1fanunaluddudAgneada (P=0.838) nTonanila11 nauesisn193n81 Microneedle
intradermal injection ag 5-point deep intradermal injection 1 9 6 @ Gross elasticity U 1264
o 1 4 = = ~ ¥ [ ! 1 a a L3 a a
At niinmsasullassenadosiululsaztnfaniuna Mslszilseurisunmely

NAUAENISNYINUIN A1 Gross elasticity ¥9938M133NW1998 Microneedle intradermal injection

N o o

finswdsunlasuraz 19RnnuNai une 9 el todn Agyn1eana  (P=0.017; Partial N?=0.789)
nIonalAINIeN155ne1RAae Microneedle intradermal injection diwane Gross elasticity U164
FUIMNINT oAz 78.9

3911193918 UT U U190 135155091 Microneedle intradermal injection
(1151971 4) WU A1 Gross elasticity Tugiasfianuna 24 §Uas ganI1YeAamUNa 12 dan
11.33 iy 9g19ltudAYn19ada (P<0.05/14) iR Gross elasticity ndwRnmuna 24 §Ua1%
anasluTNAAM LN 36 kay 52 dUn19A ualufesyautlsdAyneada (P>0.05/14) wudReaiuiuan
Gross elasticity 994750159091 5-point deep intradermal injection dn151U A punUasuaztng
AannunaiunnasegSidudfymeadf (P=0.002; Partial N2=0.912) n3enaldidismssnundie

5-point deep intradermal injection @na® Gross elasticity USLIUAIWANRINNINSOTAE 91.2
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FJainsTeneiiuTsuisusealuignissnen 5-point deep intradermal injection
(M1519971 4) WuIn A Gross elasticity Tutsfinniuna 24 §Uanv geanineumsinw 14.76 miae
WazUNAARIUNG 12 dUAT9 11.80 niy a1l udAyn19adf (P<0.05/14) Wil AN Gross
elasticity wasinnuna 24 dUn9 anadlutiefinaiuna 36 wag 52 daii wilifsseautoddgy
V9adR (P>0.05/14) wazilowSoudiauan Gross elasticity vosfLmnsntnINgznIn93an1ssne

Megoamudn lanuuwansnaiunndsdnaunalunieeds (P>0.05/7)

A1519% 4.6 Gross elasticity comparison between microneedle intradermal injection and 5-

point deep intradermal injection at mid-cheek

Microneedle 5-point deep
Mean difference
Time intradermal injection intradermal injection P-value®
(95%CI)

(mean#SD) (mean+SD)
Mid-Cheek
Baseline 55.81+4.83 54.18+2.68 1.63 (-0.89, 4.15) 0.184
Week 4 60.59+6.45 57.45+3.74 3.14 (-1.79, 8.07) 0.190
Week 8 57.18+4.20 56.98+6.16 0.20 (-3.80, 4.20) 0916
Week 12 58.09+4.77 58.18+6.56 -0.09 (-5.55, 5.37) 0972
Week 24 74.08+9.12 73.29+8.40 0.79 (-3.64, 5.22) 0.705
Week 36 68.97+7.55 67.96+6.23 1.01 (-1.89, 3.91) 0.461
Week 52 63.85+4.28 64.71+5.82 -0.85 (-5.21, 3.51) 0.678

P-value (Partial n°)"™ 0.003* (0.903) <0.001* (0.975)

P-value (Partial N?)©@ 0.785 (0.042)

p-value (a) interaction between group*time, (b) compare within-group, and (c) compare
between-group
*Statistically significant at the 0.05 level (0=0.05/2)®, (Q=0.05/7)
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Week 52

A19199 4.7 Multiple comparison analysis on the gross elasticity of microneedle intradermal

injection and 5-point deep intradermal injection at mid-cheek

Microneedle intradermal 5-point deep intradermal
Pairwise comparisons injection injection Mean difference

Mean difference (P-value) (P-value)
Baseline vs. Week 4 4.78 (0.204) 3.27 (0.079)
Baseline vs. Week 8 1.36 (1.000) 2.80 (1.000)
Baseline vs. Week 12 2.28 (1.000) 4.00 (1.000)
Baseline vs. Week 24 18.27* (<0.001) 19.11* (<0.001)
Baseline vs. Week 36 13.16 (0.026) 13.78* (<0.001)
Baseline vs. Week 52 8.04 (0.006) 10.52% (0.003)
Week 4 vs. Week 8 -3.42 (0.327) -0.48 (1.000)
Week 4 vs. Week 12 -2.50 (1.000) 0.73 (1.000)
Week 4 vs. Week 24 13.49* (<0.001) 15.84* (0.003)
Week 4 vs. Week 36 8.38 (0.243) 10.51* (0.004)
Week 4 vs. Week 52 3.26 (1.000) 7.25 (0.160)
Week 8 vs. Week 12 0.92 (1.000) 1.21 (1.000)
Week 8 vs. Week 24 16.91* (<0.001) 16.32* (0.002)
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Microneedle intradermal

5-point deep intradermal

Pairwise comparisons injection injection Mean difference
Mean difference (P-value) (P-value)
Week 8 vs. Week 36 11.80 (0.013) 10.98* (<0.001)
Week 8 vs. Week 52 6.68* (0.004) 7.73(0.041)

Week 12 vs. Week 24

15.99% (0.002)

15.11%* (<0.001)

Week 12 vs. Week 36 10.88 (0.013) 9.78 (0.055)
Week 12 vs. Week 52 5.76 (0.096) 6.52 (0.376)
Week 24 vs. Week 36 -5.11 (1.000) -5.34 (1.000)
Week 24 vs. Week 52 -10.23 (0.009) -8.59 (0.055)
Week 36 vs. Week 52 -5.12 (0.711) -3.25 (1.000)

Multiple comparison determines by the Bonferroni method

* The mean difference is significant at the 0.05 level (Q=0.05/2x7

NN 4.6 UARIAT Gross elasticity ﬁzu’j’mﬂicjm Microneedle intradermal injection
WAz 5-point deep intradermal injection Tusnunusntiil wudn UHaRussenIeIsnssnu ey
11 anunaluddudAgneada (P=0.785) nTonanila11 nauesIsn193n81 Microneedle
intradermal injection Wa ¥ 5-point deep intradermal injection 7 9 6@ Gross elasticity U512
funiaiuinswdsuaiaenndesiduiiasdrsinniuna mlnsgiuTeudisunelundy
AWM ITAINUIT A1 Gross elasticity U89950155N1928 Microneedle intradermal injection $A1g
LU?{EJuu:dauwiazszmﬁmmmaﬁum&iﬂqaéwqﬁﬁ’aﬁﬁmmqaﬁa (P=0.003; Partial N?=0.903) %38
na1la 31350155910 28 Microneedle intradermal injection &4was® Gross elasticity U310
sursiuseagay 90.3 I seilToumisuserluiinsinw) Microneedle intradermal
injection (15137 4.7) WU A1 Gross elasticity lutasfianuna 24 §Uan g9n7N UM TN
18.27 iy A IING 4 dUA 13.49 1y F1sianuNe 8 dUnT9 16.91 Wiy F1sRanILNG
12 dUn1v 15.99 niqe waglugrediamuna 52 §Ua1v gand1gnfinn1una 8 §Uav 6.68 viae
aeafidudndnynnsedn (P<0.05/14) viaiiAn Gross elasticity ndAnauna 24 a1k anaslugag
AnmuNa 36 waz 52 dUn9i wsldieszauildrAgvneeda (P>0.05/14) wudeadudual Gross

elasticity ¥9435n1155n11 5-point deep intradermal injection An13UAsULU AL TIRARUNAT
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wpnAeglitudAen1seia (P<0.001; Partial N?=0.975) wsona1ilainismssneinag 5-point
deep intradermal injection @@ Gross elasticity USLIMAIWALILALTOUAE 97.5
FainsTeaneiilIsueusea luiFn1ssnen 5-point deep intradermal injection
(M157971 4.7) WUT A1 Gross elasticity Tugasfinnuna 24 §Uai geanneuMsinw 19.11 nue
FRANAIUNE 4 FUA 15.84 e GRAAMIUNG 8 dUAIA 16.32 Nie TAnnIuNa 12 dUau
15.11 niae wazlugiwaniuna 52 dUa19i deni1gaianiuna 8 §Uav 6.68 niie wagluyaa
ANAIUHA 36 UMY gaNINNBUNMTINYT 13.78 Mdg YAAAIUKE 4 FUAY 10.51 iy Fiamy
ua 8 AUATY 10.98 niiae uenanisanuinlugwinniuna 52 niag gan11nNouUN1TINYI 10.52
Wiy eghadiudfyneadn (P<0.05/14) TisiiAn Gross elasticity ndwiiamuna 24 a1k anas
Tutnefinaue 36 waz 52 dUa9 uiliifesedutioddynneada (P>0.05/14) wasiilawSouioudn
Gross elasticity voaiutufuseningdimsdnuisassnui lifianuunndnatunngasinnuna

Tun9add (P>0.05/7)

4.3 HAAMUVUINFYNUU (pore size)
A agldUsediu A Adaviinans 911U YNV (visible pore size) i upawiuldlag
IeTzranmuasauilf fanelaeiases VISIA® 7% Generation neailaunvziduaiiuananani

Tunth ldanunsanenidunsazdndiuvestuninle

M19190 4.8 Pore size comparison between microneedle intradermal injection and 5-point

deep intradermal injection

Microneedle intradermal 5-point intradermal Mean difference ©
Time P-value*“
injection (mean+SD) injection (mean+SD) (95%CI)

Baseline 737.69+398.71 717.85+367.58 19.85 (-47.24, 86.94) 0.531
Week 4 834.23+327.57 816.85+353.44 17.39 (-55.06, 89.83) 0.611
Week 8 780.77+£373.30 799.92+412.17 -19.15 (-72.25, 33.94) 0.447
Week 12 762.38+348.40 784.85+434.92 -22.46 (-104.86, 59.93) 0.564
Week 24 710.54+364.53 705.00+406.03 5.54 (-58.58, 69.66) 0.854
Week 36 654.23+364.82 673.50+368.66 -19.31 (-60.73, 22.11) 0.330
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A1519% 4.8 79

Microneedle intradermal 5-point intradermal Mean difference
Time P-value
injection (mean+SD) injection (mean+SD) (95%ClI)
Week 52 637.46+382.04 644.77+376.92 -7.31 (-43.32, 28.71) 0.666
P-value (Partial N°)" 0.192 (0.632) 0.192 (0.632)
P-value (Partial N°)"” 0.638 (0.056)

p-value (a) interaction between group*time, (b) compare within-group, and (c) compare
between-group
*Statistically significant at the 0.05 level (Q=0.05/2)"®, (0l=0.05/7)¢
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Al 4.4 Line graph shows the mean pore size
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A15199 4.9 Multiple comparison analysis on the pore size of microneedle intradermal

injection and 5-point deep intradermal injection

Microneedle intradermal

5-point deep intradermal

Pairwise comparisons injection injection Mean difference (P-
Mean difference (P-value) value)
Baseline vs. Week 4 96.54 (1.000) 99.0 (0.797)
Baseline vs. Week 8 43.08 (1.000) 82.08 (1.000)
Baseline vs. Week 12 24.69 (1.000) 67.0 (1.000)
Baseline vs. Week 24 -27.15 (1.000) -12.85 (1.000)
Baseline vs. Week 36 -83.46 (1.000) -44.31 (1.000)
Baseline vs. Week 52 -100.23 (0.876) -73.08 (1.000)

Week 4 vs. Week 8

-53.46 (1.000)

-16.92 (1.000)

Week 4 vs. Week 12

-71.85 (1.000)

-32.0 (1.000)

Week 4 vs. Week 24

-123.69 (0.146)

-111.85 (0.302)

Week 4 vs. Week 36

-180.0 (0.082)

-143.31 (0.056)

Week 4 vs. Week 52

-196.77 (0.057)

-172.08 (0.032)

Week 8 vs. Week 12

-18.39 (1.000)

-15.08 (1.000)

Week 8 vs. Week 24

-70.23 (1.000)

-94.92 (1.000)

Week 8 vs. Week 36

-126.54 (0.139)

-126.39 (0.058)

Week 8 vs. Week 52

-143.31 (0.147)

-155.15 (0.028)

Week 12 vs. Week 24

-51.85 (1.000)

-79.85 (1.000)

Week 12 vs. Week 36

-108.15 (0.437)

-111.31 (0.893)

Week 12 vs. Week 52

-124.92 (0.490)

-140.08 (0.329)

Week 24 vs. Week 36

-56.31 (1.000)

-31.46 (1.000)

Week 24 vs. Week 52

-73.08 (1.000)

-60.23 (1.000)

Week 36 vs. Week 52

-16.77 (1.000)

-28.77 (0.885)

Multiple comparison determines by the Bonferroni method

* The mean difference is significant at the 0.05 level (0=0.05/2x7)
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91NMN599 4.8 UanaA" Pore size 5¥113719ng4 Microneedle intradermal injection wag 5-
point deep intradermal injection WU UAuNuS I3 35Sy wazdfanwNalifidud Aty

N19@d @ (P=0.638) 13 0na13+A31 NAYIT5N153A¥1 Microneedle intradermal injection Lag 5-

aa

point deep intradermal injection Ml @ Pore size An151UA suLUasi@onnaosnululn azyda
AARAUKA

I aq % ¥

n153mszmUTeuisun1glunguisnissnwinuda An Pore size 19935013 5nwAe
Microneedle intradermal injection fnsiasunlasud azarafianunaiiliwn nane S ulunieada
(P=0.192) Wi uLA 82 UAUAT Pore size ¥8335n195n11 5-point deep intradermal injection 1113
Wasuasusiaztsinnunadiliunnsneiulunieadin (P=0.192) viilan Pore size ndsinanuna 4

YY)

dUn19i anaslutnefnniuwg 8, 12, 24, 36 uay 52 dUai usldfesyautlvdAnymeadfinsgesioms
a a g

Snwn (P>0.05/14) wagialUSauisuan Pore size 581119351155 N9199@809n U0 tTANUwANga

funniafanunatunieds (P>0.05/7)

4.4 WadIW32598 (Skin Wrinkles)
AUz fie SEw (Skin Wrinkles) 399z ldanandnalnewnIas Visioscan VC98 uaz
Humsiaszilagld lUsunsu SELS (Surface Evaluation of the Living Skin) lngandunisannsynu

YDA LAZIATIZUAMURIUBIAUE WuANUanNTILILURIsITaslunINane

Skin wrinkles (SEw)
M19197 4.10 Skin wrinkles comparison between microneedle intradermal injection and

5-point deep intradermal injection at lateral canthus

5-point intradermal

Microneedle intradermal Mean difference
Time injection P-value”
injection (mean+SD) (95%Cl)
(mean+SD)
Baseline 111.91+£30.14 111.47+30.20 0.43 (-16.84, 17.71) 0.957
Week 4 111.32+13.63 105.20+20.99 6.12 (-6.38, 18.63) 0.307
Week 8 106.52+28.86 106.44+25.62 0.08 (-18.56, 18.72) 0.993

Week 12 106.25+22.43 104.07+£19.72 2.17 (-9.77,14.12) 0.699
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5-point intradermal

Microneedle intradermal Mean difference
Time injection P-value”
injection (mean+SD) (95%Cl)
(mean+SD)
Week 24 101.61+21.10 101.90+18.11 -0.29 (-10.76, 10.18) 0.952
Week 36 84.72+15.56 84.39+12.80 0.33 (-8.44, 9.10) 0.936
Week 52 75.11+£9.30 78.04+11.33 -2.92 (-10.94, 5.10) 0.442
P-value (Partial nN°)® 0.001* (0.924) 0.012* (0.852)

2, (a)

P-value (Partial N°) 0.832 (0.021)

p-value (a) interaction between group*time, (b) compare within-group, and (c) compare

between-group
*Statistically significant at the 0.05 level (0=0.05/2)(b), (Ql=0.05/7)(c
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Al 4.5 Line graph shows the mean skin wrinkles (SEw) at lateral canthus
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A15799 4.11 Multiple comparison analysis on the skin wrinkles of microneedle intradermal

injection and 5-point deep intradermal injection at lateral canthus

Microneedle intradermal injection

5-point deep intradermal

Pairwise comparisons Mean difference (Pvalue) injection Mean difference
(P-value)
Baseline vs. Week 4 -0.58 (1.000) -6.28 (1.000)
Baseline vs. Week 8 -5.39 (1.000) -5.04 (1.000)
Baseline vs. Week 12 -5.66 (1.000) -7.40 (1.000)
Baseline vs. Week 24 -10.30 (1.000) -9.57 (1.000)
Baseline vs. Week 36 -27.18 (0.129) -27.08 (0.035)
Baseline vs. Week 52 -36.79 (0.040) -33.44* (0.004)
Week 4 vs. Week 8 -4.81 (1.000) 1.24 (1.000)
Week 4 vs. Week 12 -5.08 (1.000) -1.13 (1.000)
Week 4 vs. Week 24 -9.71 (1.000) -3.30 (1.000)
Week 4 vs. Week 36 -26.60 (0.017) -20.81 (0.275)
Week 4 vs. Week 52 -36.21* (<0.001) -27.16 (0.065)
Week 8 vs. Week 12 -0.27 (1.000) -2.36 (1.000)
Week 8 vs. Week 24 -4.91 (1.000) -4.53 (1.000)
Week 8 vs. Week 36 -21.79 (0.785) -22.04 (0.169)
Week 8 vs. Week 52 -31.40 (0.041) -28.40 (0.077)
Week 12 vs. Week 24 -4.64 (0.085) -2.17 (0.201)
Week 12 vs. Week 36 -21.53 (0.107) -19.68* (0.004)
Week 12 vs. Week 52 -31.13 (0.007) -26.04* (0.004)
Week 24 vs. Week 36 -16.89 (0.334) -17.51* (0.003)
Week 24 vs. Week 52 -26.50 (0.020) -23.87* (0.003)
Week 36 vs. Week 52 -9.61 (0.650) -6.36 (0.083)

Multiple comparison determines by the Bonferroni method

* The mean difference is significant at the 0.05 level (0=0.05/2x7)

91NM15199 4.10 WameA Skin wrinkles 581319088 Microneedle intradermal injection

wag 5-point deep intradermal injection Tusiuntsnam wudn UHduiusseningismssnuwiuas
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19 anunaludTod1Agyn1sadf (P=0.832) #30na11lA 11 Naw9935n195AY1 Microneedle
intradermal injection W&z 5-point deep intradermal injection fifisie Skin wrinkles USLInuR WM
w991 Imswasuilasiaenadesiuluuiazinafianiuna mylnsgiiuisuiisumelungsisnig
TABINUIN A1 Skin wrinkles 18975 n155n1817 218 Microneedle intradermal injection $ 115
L‘U5'EJ“LJLL‘Ua\?LLGiawhﬂa@muwaﬁlmﬂ&i’lﬂﬁlﬁhﬂﬁﬁ'ﬂé’lﬁm‘lﬂ’maﬁa (P=0.001; Partial N?=0.924) 50
na13laI178N155n81M38 Microneedle intradermal injection @wase Skin wrinkles USLIeuaLLmLg
nM1ToBaY 92.4

FJainsTAs1eviIeuisuen luisn135nw Microneedle intradermal injection
(115797 4.11) WU A1 Skin wrinkles Tug 9@ aauna 52 &A% A1ndgeinaiunes 4 SUav
36.21 W18 ae195iTed R n1EaR (P<0.05/14) il Skin wrinkles ndsinmuna 12 §Uans
Semsanassiailodlutisinanuma 24, 36 uar 52 dUnei udlaifesedutoddyniseda (P>0.05/14)
L ULA BAR UAUA 1 Skin wrinkles 48975 1155 A1 5-point deep intradermal injection 31 115
WA sunUaduiazd 1 Annunaiiuand1seg el df amnead@ (P=0.012; Partial N?=0.852) 38
Na1A1135N155n181918 5-point deep intradermal injection @sWase Skin wrinkles U3 LIUALAL
NaMTeay 85.2 T1N1TIATIEAUTEUWBUT 18R UITN155 N 5-point deep intradermal
injection (AN51971 4.11) Wu3n @1 Skin wrinkles Tutnsfinauna 36 v drnigasinniung 12
FUA"Y 19.68 e TaRnnuma 24 §Uai 17.51 wihe wazlutiafianiuna 52 &Uansi sndideu
M35 33.44 ¥y BIAAMIUNG 12 a9 26.04 e F1sianuna 24 §Ua1 23.87 wiag

o w

289NUEAAENI9EDA (P<0.05/14) wazslaSouigual Skin wrinkles U89M1LALIRI9NITENING

o

(%
Y '

TMInwsgemud lianuusnd1eiunifiaaunalunieedsa (P>0.05/7)
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A1519% 4.12  Skin wrinkles comparison between microneedle intradermal injection and 5-

point deep intradermal injection at forehead

Microneedle

5-point deep

Mean difference

Time intradermal injection  intradermal injection P-value'
(mean+SD) (mean+SD) (95%Ch
Baseline 73.53+15.27 76.49+27.67 -2.97 (-14.60, 8.67) 0.589
Week 4 82.80+21.87 84.23+17.34 -1.43(-15.36, 12.51) 0.827
Week 8 88.57+21.68 88.66+14.88 -0.60 (-17.93, 16.73) 0.941
Week 12 82.57+21.68 83.50+£24.76 -0.93(-14.75, 12.89) 0.886
Week 24 78.98+19.94 80.27+23.97 -1.29 (-14.22, 11.64) 0.832
Week 36 71.40+15.57 68.16+7.67 3.24 (-5.49, 11.96) 0.435
Week 52 64.38+7.23 65.63+11.86 -1.25 (-8.97, 6.46) 0.730

P-value (Partial N?)®

0.184 (0.638)

0.021* (0.824)

P-value (Partial N*)®

0.915 (0.010)

p-value (a) interaction between group*time, (b) compare within-group, and (c) compare

between-group

*Statistically significant at the 0.05 level (0=0.05/2)"®, (0l=0.05/7)

SEw (Forehead)

120

100

80

60

40

20

Week 4

@ \licroneedle intradermal injection

Week 12

Week 24 Week 36 Week 52

= «@= = 5-point Protocol

A 4.6 Line graph shows the mean skin wrinkles (SEw) at forehead
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A15197 4.13 Multiple comparison analysis on the skin wrinkles of microneedle intradermal

injection and 5-point deep intradermal injection at forehead

Microneedle intradermal 5-point deep intradermal
Pairwise comparisons injection injection Mean difference (P-
Mean difference (P-value) value)
Baseline vs. Week 4 9.28 (1.000) 7.74 (1.000)
Baseline vs. Week 8 14.54 (1.000) 12.17 (1.000)
Baseline vs. Week 12 9.05 (1.000) 7.01 (1.000)
Baseline vs. Week 24 5.46 (1.000) 3.78 (1.000)
Baseline vs. Week 36 -2.13 (1.000) -8.33 (1.000)
Baseline vs. Week 52 -9.14 (0.951) -10.86 (1.000)
Week 4 vs. Week 8 5.26 (1.000) 4.43 (1.000)
Week 4 vs. Week 12 -0.23 (1.000) -0.73 (1.000)
Week 4 vs. Week 24 -3.82 (1.000) -3.96 (1.000)
Week 4 vs. Week 36 -11.41 (1.000) -16.07 (0.351)
Week 4 vs. Week 52 -18.42 (0.140) -18.60 (0.105)
Week 8 vs. Week 12 -5.49 (1.000) -5.16 (1.000)
Week 8 vs. Week 24 -9.08 (1.000) -8.39 (1.000)
Week 8 vs. Week 36 -16.67 (1.000) -20.50% (0.002)
Week 8 vs. Week 52 -23.68 (0.415) -23.03* (0.002)
Week 12 vs. Week 24 -3.59 (0.193) -3.23 (0.008)
Week 12 vs. Week 36 -11.18 (0.702) -15.34 (0.861)
Week 12 vs. Week 52 -18.19 (0.065) -17.87 (0.449)
Week 24 vs. Week 36 -7.58 (1.000) -12.11 (1.000)
Week 24 vs. Week 52 -14.60 (0.128) -14.64 (1.000)
Week 36 vs. Week 52 -7.01 (1.000) -2.53 (1.000)

Multiple comparison determines by the Bonferroni method

* The mean difference is significant at the 0.05 level (0=0.05/2x7)

91NM15199 4.12 WameA Skin wrinkles 5¥%319n88 Microneedle intradermal injection

wag5-point deep intradermal injection Tusinunusvtnin wuin Ufauiusseninddsmssnwinay
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19 anunaludTod1Agyn1sada (P=0.915) n30na11la11 Nawe9Isn195AY1 Microneedle
intradermal injection W&z 5-point deep intradermal injection fifisie Skin wrinkles USLInuR WM
wiha Imawdsuasiaenadesiulusiazinafianuna minsziIeuisunelunguisns
TABINUIN A1 Skin wrinkles 18975 n155n1817 218 Microneedle intradermal injection $ 115
Wasuulasusaztrsiaaunailiwnnsseegndlun1ad (P=0.184) vagfian Skin wrinkles a4
3355091 5-point deep intradermal injection finsWasuuUatusastisinmunaiiunnssegad
Woud1Atyn19adf (P=0.021; Partial N?=0.824) 13 8na11lA2175N155n1919 28 5-point deep
intradermal injection @iwane Skin wrinkles USLIMATLMRUIUTNRINS DAY 82.4 JIVINIMTIATIEN
Wiguigusealuisnssnwr 5-point deep intradermal injection (M15197 4.13) Wudn @1 Skin
wrinkles lugasfinnnuna 36 wag 52 a9 sninteinaiura 8 SUaA 20.50 way 23.03 wie

v o w aa

28190 HudAEUN9EDRA (P<0.05/14) wazidlalSauiaumi Skin wrinkles Y98 IALNUUININTENING

o
(%

Tmssnwisaaamudn linnuuana1eiunngaesaniunalunieeda (P>0.05/7)

A15199 4.14  Skin wrinkles comparison between microneedle intradermal injection and 5-

point deep intradermal injection at mid-cheek

Microneedle 5-point deep
Mean difference
Time intradermal injection  intradermal injection P-value
(95%Cl)

(mean=SD) (mean+SD)
Baseline 83.77+21.51 79.72+21.37 4.05 (-4.34, 12.44) 0.314
Week 4 81.47+9.97 79.12+12.13 2.36 (-3.47, 8.19) 0.396
Week 8 82.60+18.92 76.97+8.74 5.63 (-4.10, 15.36) 0.231
Week 12 76.54+17.24 78.84+14.47 -2.30 (-11.30, 6.70) 0.588
Week 24 74.24+14.47 77.01+14.03 -2.77 (-10.73, 5.18) 0.462
Week 36 68.12+9.17 69.25+8.05 -1.12 (-8.01, 5.76) 0.729
Week 52 62.52+6.72 63.95+6.76 -1.43 (-4.67, 1.81) 0.356

P-value (Partial N*)"™

0.011* (0.855)

0.002* (0.913)

P-value (Partial N?)©

0.375 (0.083)

p-value (a) interaction between group*time, (b) compare within-group, and (c) compare

between-group

*Statistically significant at the 0.05 level (01=0.05/2)", (0=0.05/7)
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AW 4.7 Line graph shows the mean skin wrinkles (SEw) at mid-cheek
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A15199 4.15 Multiple comparison analysis on the skin wrinkles of microneedle intradermal

injection and 5-point deep intradermal injection at mid-cheek

Pairwise comparisons

Microneedle intradermal injection

Mean difference (P-value)

5-point deep intradermal

injection Mean difference (P-

value)

Baseline vs. Week 4 -2.29 (1.000) -0.60 (1.000)
Baseline vs. Week 8 -1.16 (1.000) -2.75 (1.000)
Baseline vs. Week 12 -7.22 (1.000) -0.87 (1.000)
Baseline vs. Week 24 -9.53 (1.000) -2.71 (1.000)
Baseline vs. Week 36 -15.64 (0.533) -10.47 (1.000)
Baseline vs. Week 52 -21.25(0.074) -15.77 (0.318)
Week 4 vs. Week 8 1.13 (1.000) -2.15 (1.000)
Week 4 vs. Week 12 -4.93 (1.000) -0.27 (1.000)
Week 4 vs. Week 24 -7.24 (1.000) -2.11 (1.000)
Week 4 vs. Week 36 -13.35% (0.001) -9.87 (0.714)
Week 4 vs. Week 52 -18.96* (<0.001) -15.17 (0.027)
Week 8 vs. Week 12 -6.06 (1.000) 1.87 (1.000)

Week 8 vs. Week 24 -8.37 (1.000) 0.04 (1.000)
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A15199% 4.15 §19

5-point deep intradermal
Microneedle intradermal injection
Pairwise comparisons injection Mean difference (P-
Mean difference (P-value)
value)
Week 8 vs. Week 36 -14.48 (0.352) -7.73 (0.538)
Week 8 vs. Week 52 -20.09 (0.038) -13.03 (<0.001)
Week 12 vs. Week 24 -2.31 (1.000) -1.83 (0.045)
Week 12 vs. Week 36 -8.42 (0.522) -9.60 (0.594)
Week 12 vs. Week 52 -14.03 (0.172) -14.89 (0.016)
Week 24 vs. Week 36 -6.11 (0.947) -7.76 (1.000)
Week 24 vs. Week 52 -11.72 (0.133) -13.07 (0.027)
Week 36 vs. Week 52 -5.61 (0.285) -5.30 (0.470)

Multiple comparison determines by the Bonferroni method

* The mean difference is significant at the 0.05 level (0=0.05/2x7)

91M15197 4.14 ugnaen Skin wrinkles 5¥1I19NaY Microneedle intradermal injection
wag 5-point deep intradermal injection Tuginuuiathiin wud1 URduiusseningdsnssny ey
19 anunaliddediAgnead@ (P=0.375) #3ona11la11 Nar03315n195n181 Microneedle
intradermal injection LWag 5-point deep intradermal injection fifisie Skin wrinkles U3L3nuR WM
uiuinswasuaiaenadesfluisias tsinnama MyleseiIouisumelunduisnig
TAYINUIN A1 Skin wrinkles 489785 N155N1¥1M 28 Microneedle intradermal injection 91015
LU?{EJuLLUaaLwiammammmaﬁLmﬂﬁmasjwﬁﬂ’aﬁﬁﬁgmﬂaﬁﬁ (P=0.011; Partial N?=0.855) %138
na13laI138N155n81M38 Microneedle intradermal injection @wasa Skin wrinkles USLIeumLmLg
nwiudeeag 85.5 39rn1TiAssiiUTsuisus1eg lwisn13$n w1 Microneedle intradermal
injection (157471 4.15) Wui1 @1 Skin wrinkles Tutnsfinmuna 36 waz 52 §UA1W Arnngasiani
Ha 4 dUnT9 13.35 uay 18.96 iy ageditudAgyni1sana (P<0.05/14) TieiiAn Skin wrinkles wds
Annnuna 12 §Uavi Sinsanasraiiodlutnfinniuna 24, 36 waz 52 dUa9 unlifssefutedfay
N19a@d @ (P>0.05/14) W uLA i unuan Skin wrinkles 4993501950191 5-point deep intradermal

injection 1 N15UABULUAILAAZY IR ARTUNATILANAI9DE 19T U U A gYn19adf (P=0.002; Partial

N?=0.913) #3ona1laanismssnwInae 5-point deep intradermal injection dswane Skin wrinkles

UShashurimtuiuiesas 91.3 Jwihmsiwseieuiieuneglildmsshw 5-point deep




ar

intradermal injection (M15197 4.15) Wu31 A1 Skin wrinkles Tugisfinauna 52 a1 Ananeg
fnuna 8 dUa1t 13.03 niy agdidudAgyn1sana (P<0.05/14) wazlilaTouisuan Skin
wrinkles Yo9AMUMLaNTLANTENINITM IS nwiageanud ludanuwansnesiumnaisinniumna

Tuneadd (P>0.05/7)

4.5 uad1aAEIAINNITNARDY
451 Wat1ufeIssezay (0-2 a9 ) HatnauAeanny LakA NMSUINLNIZYN TO8LA
508%1 way feuyy lnsnadiafssinuiaan meldlieneluy 2 &av uagldnunatiaupies

$1euse luA n1azuiiguilse (anaphylaxis) ag Magnimaeniden (vascular event)

A51997 4.16 ANS19LEAINATNLABNT T YT EUluRNAANAT

short-term side effects sample (n=13)
localized swelling 9 (69.2%)
redness 6 (46.2%)
bruising 8 (61.5%)
palpable nodules 10 (76.9%)
anaphylaxis 0
vascular event 0

Tuszninamsviiseluduanidl 4 nusanadias wends 2 918 Termsuiuanniausnn
Tunthadesdu uazusnauldenan ndensaandndan 21% PCL lusavhazanstn (GOUR®)
Tupseit 2 Faind undenisan 2-3 ¥aluq warldid15un15¥nw A2881 Dexamethasone & me
N9 maendon nuidennsatuaumedulni

4.5.2 Wad14AeesEeEe1 (N1 2 §UA - 52 dUnni) enanatasluaniidy 189U
Linwunatnafesszeozenn linusesyu viefeuadldiuinadlavedunih liwunadrafeg

$18us9 Lala A1IEuiguLse (anaphylaxis) UWag A1IEN1IvaeAIden (vascular event)
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UNN 5

2AUS1UNE LAZUDLAUDLUY

5.1 afiuseHan1sIdY

msAneITel I sinsgvideyanuudnngueas (subgroup analysis) lngviin1suus
Joyadu 3 ngu aungusunisvaslunih lawd USnamin uShamnl wezusnamiui
LazyI1N153AT iUy a8 TUTLATUARR SPSS version 29.0 (2023) 31As1eviyadoyanuaii
Two-way Repeated ANOVA lgiif

1. N13NgUUHFNTUS (Interaction) vesynvaya 351155181 (Method) fuszeziIa
fanuna (time) Tiiiutiu/anas maon 7 91esweziam (0, 4, 8,12, 24, 36 uay 52 SUA1W)

2. Compare between group W3 suiigua1Lad 858 13193UuUUIE1380 (Method)
2 UL iamua 7 Faszesina

3. Compare within group 13 sulfisunisiasuutasvesyateyalunguzuuuumsan
Fenfu naenszeznania 7 19

4. Pairwise multiple comparison 1ag 3§ Bonferroni (post-hoc test) lag v 891
Compare within group Ll 911929388z ani gadoyalunguinvisanladauuansiadiuegng

HtlvdAny
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M19197 5.1 UAAINaNTIATIEINIGERR JULUUNSAA microneedle intradermal injection uag

5-point deep intradermal injection fAUAMNEURUSHOAITINNTATIIADARILAY

(parameter)
microneedle 5-point deep
parameter area
intradermal injection intradermal injection
78.9% 91.2%
forehead
(P=0.017; Partial N°=0.789) (P=0.002; Partial N°=0.912)
elasticity lateral canthus no statically significant no statically significant
90.3% 97.5%
mid-cheek
(P=0.003; Partial N°=0.903) (P<0.001; Partial N*=0.975)
82.40%
forehead no statically significant (P=0.021; Partial
N’=0.824)
wrinkles 92.4% 85.2%
lateral canthus
(P=0.001; Partial N°=0.924) (P=0.012; Partial N°=0.852)
85.5% 91.3%
mid-cheek
(P=0.011; Partial N*=0.855) (P=0.002; Partial N’=0.913)
pore size all facial area no statically significant no statically significant

5.1.1 wasnuauanguvedra (Skin elasticity)

MsAnwaseluaeinudn WewSoueulundt seudnele Microneedie
intradermal injection W& 5-point deep intradermal injection linuALLANGI A TAIMEAVEL
Y377 (Skin elasticity) 7i&UAIY 4, 8,12, 24, 36 waw 52 dUaiesadtddun1eadn ieswinans
21% PCL lusyiazansth danuanunsalumsnszaesaig anansonsyaeldiduusnaniag ulii
msdnlfamilsiudniies 5 90 denefesiuaunfgrumsiefidaliin aumwiomih ndimsvaaos
dewssuiieutu 2 du lufmnuuansisiu Tussezna 52 &anv

LLasLﬁaﬁflmiuJ“%EJULﬁwﬁ’umsiuﬂfjumsa@ﬁy’aamgﬂLLUU WUIES 21% PCL Tuda

Mavang dwmasionuEangurasEn (Skin elasticity) lneehditduddgmieadin naensyeziiad

52 ﬁ/ﬂmﬁiﬂamiaﬂiugmwu Microneedle intradermal injection WUAULANAIS DEAY 79.8

d‘ ! o

VNGUAMMUIUT AN kA AUUANAINT8aE 90.3 NNGUAWINUSAMTLAL daun153ald

q
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Ratladuan 5 9 (5-point deep intradermal injection) NUANHWANGNITBYAY 91.2 NFUATLNUY

USAUNTNNIN WAEANLLANANNT0EaE 97.5 NINGUATLMUSUSIMNTILAY

Y
av ag

TeaonndestuauAgunIdeniliin quamwinmih deunsvaaes Wisuieuiu wds
mMsnnans Sanuuananeiy walulunihduiidaldgromtdudn 5 0 (5-point deep intradermal
injection) war Tuntia1uf dauuunszaenalumindaens esde microneedle intradermal
injection Tuszagiian 52 da

512 nadu3a08 (Skin wrinkles)

MnmamsITenui dlenSeuiisunavesmsandeuiasessisiamsdn szuing
Tuniiil 9 Microneedle intradermal injection Wa¥ 5-point deep intradermal injection 11w
ALLANFNA 1IN TaRId01S 1508787 (Skin wrinkles) TidUAY 4,8,12, 24,36 way 52 @A
ognailifodnAnynsadd Wasanans 219% PCL ludvhazaeth fMuanavesans PCL Tudnwaigly
5 UUUUY84 microsphere ¥u1n 20-50 lulasiunsarninalulad i faauadosga CESABP

(Collagenesis-Enabled Solubilized Active and Biodegradable Polymer) #1un153ndnsunsuos

US¥" DEXLEVO vilvanansansedumsasisaeaaauluadlatuinlasgaiaws whinnsale

=

Aamdaduinuiies 5 9a aenadesfuanufgiunisidofneliin auaiwimi ndanivaaos
dowFeuiisuiu 2 f1u liflanuunndraiu lusseznan 52 &
LL@%LfIIE]‘VT’]ﬂ’]iL"lJ%EJ‘ULﬁ&JUﬁIUﬂ’lEJIUﬂEj@Jﬂﬁaﬂ‘flg\‘lamzﬂLL“U‘U WUIEns 21% PCL Tuin
yMavaeun denan 832508v83R7 (Skin wrinkles) 1o g 1900 ud A9ats naonsyeziian 52
fav lnen1s2nlusukuu Microneedle intradermal injection WUAIULANAISS DAL 92.4 i
nANUMUIUTRAMNIT WaganuuAndnsiesay 85.5 fingusnumisuinamiuiy dunsdalu
EULLUUwamﬁﬂ%uﬁﬂ 5 90 (5-point deep intradermal injection) WUAINLANAIITOAY 85.5 N

AUWMIRUSIANNINAT, Seuay 82.4 NUTHAMTINNIN wazseay 91.3 MNGUAWLIUSAMNWAY

Y
(Y] (Y

FeaonadesuauAgunTIdefnsliin AunwRavth feunsvaaes Wisulisy
fiu vidensneaes Ianuunndieiu lussezan 52 flav waslvaenadeaiunuideadaday Guk
Jin Jeong uavamz® 1ull a.6. 2019 fivhmsanasiinailumamainsvrinudi o nus s et
USLIEUTI90

WeRarsanludnudnia fausii130uuunsdauuu Microneedle intradermal

injection ARBNINTZAUNITASIIABAATAUNIUNTEUIUMIINBIVIALKATDII19NE (Wound healing

A vo

process) N1 5 dnAulute collagen induction therapy (CIT) 71 H1UAINA1INIIT AT LA A UAY

Y

NTLUIUNTTINAUTZBZ AU (acute inflammation) YBINITAT1IADARILAUIINGT PCL WAz adns

Biostimulator 8¢ AslulamaansveInsassnaalaulatuRInilsniunalnw ety el ineans

° v aa

nlilumnasiuegaditodAyni1sena
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5.1.3 Wasnu3INUU (Skin pore size)

MR TITenUI WeSeuisunavesmsanvuingyueu (Skin pore size) M
3501580 seninsluniaile Microneedle intradermal injection Wa¥ 5-point deep intradermal
injection liwuAuLAnA1Ieg 19T TBd AYNI9Ed A A&UA 4, 8,12, 24, 36 uay 52 dUaW
aenAdesivauufigiunmsidefincliin aummiaonih wimmnaes dowFeudsudu 2 du lad
AMULANENaY Tuszezan 52 dUan LLazLﬁ@ﬁ’lmiLﬂ%SULﬁ‘&JUﬁ'UﬂWHﬁluﬂﬁjuﬂ’]iaﬂﬁgﬂﬁaﬂgﬂLLUU
wuans 21% PCL Tufvhazanet wdsiamuna 4 #awi Sunuguuauiifalddaanadlugog
Aannuna 8, 12, 24, 36 waw 52 dUai audidu wildldanasesnaitodfnymiada Jeuurliud
anasil Wefinnsansaufudn Pvalue = 0.192 ilimsinmunalusveznaiiviuiudn 6-8 o
91anUANILANGsiuBEaTlTud Aymneada uidseddlsinudesantadelumsinvnavesgym
wiluusiaryana Sudusiosendetiadomeusndu uenindlennmifineaniaufiadsdulmldduiad
f Wy Anusnuiesuaduy avduluena gumgliifinanensszuisANTouTossey
wielunizfinaaoy (Hudu

5.1.4 NaTNAENIINNITNAADS

MnraMIenurainafisssrerdilutissseznaliiiy 2 §Unvi Idun sesuns
sevtn FudunaunAfifnduldanmsléifuuaudniuldduionds duenmsuiamezqn was
fouyu iuwaanmefinuiinesainas 21% PCL Tufhazaneni 2 Sedans Adeluldfmnds
Westansn wasnuiemsimameluldiesmely 2 §Unvi Sniadilanunatnafie souss
Laun newiiguus(anaphylaxis) wag n1Ign1masaion (vascular event)

wazludruvaanadnafesszeluteszaznandy 2 da1iauds 52 dUani lawu
9IMsUImaNEYn viereuyundlefiuala warlinunadnafssiiouss 16uA aazuiguuss
(anaphylaxis) Lay N12zN1aniden (vascular event) seaesildluninannnsiauuu Microneedle
intradermal injection Wag 5-point deep intradermal injection Iuma’laﬁ'ﬂﬁﬁ’ﬂwaﬁﬂwmm o
A9AAA BINUNAN1TIT 8V ShangLi-Lin wazmauy @ ﬁ'ﬁmﬁlﬁwﬁ'a%amsﬁmms PCL
flunihlunane 9 seduanudn S 1,111 ade Jussevna 3 U luussneldntu Sau

WeaHatIsAgssspgiuuiY Tuansiannudasnsislunmsnsedumsainsneaaauldduning

M sAna1321% PCL ludwhazaeul faeisnsdansaesguiuy

5.2. daiauauuz
5.2.1 19991003 UIUNITNTLH UNI A3 19ADAR1AUVRIATS PCLITUNISNTE 6 UNY
NITUIUMIBNEUTEIEEU AetiulmnuualiRvesiiasNandnihasmunvauiunguenadasig

373080y Wrinkle Severity Grading System 110111 4 enalinansnaassnisesnld
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5.2.2 Mntuduneuneusunsan Meidulalieaadasinsulservianeivalumih

13 30wl Ao fumsanriaesguiuy wrfanuIenanalasuIsdIuiauRuUwNIn wazle

a

Usgiiua pain score 1391 8-10 AaduuaIn1sang1vianizi seivauduuini dumisves

Y o [

\WuUsEam infraorbital nerve ag mental nerve 813¥281WHIT15UN 5T YR85 21% PCL
Tudiazaneth fianuiduaniianas

5.2.3 iflesainnisdniisansguuuy Sseglunsiauuuiduunandaruiava (shap
needle) fideFaauouus m3dnwimsdasnesuuuumsléidusisyg (blunt cannular) iieanaan
Huvan uasnainafssszerduansesunseniady viesenidetiionafiniy

524 definsunmnnaiiimuaiiuansmuamiodesis 3 fEta lud anudangy
F508 synvu WisuifsuAuszognm awnuiiivnaszeginai 12 dUavi auila 24 Eanad it
srornmfinuaivoglutiniutuetisddudidgmivada usraziiniden s anasaufouwiniy
AsuduTiszeynm 52 &awi dauudluissresnmi 52 &laviuduisnmiinanzaudmiu
n58ANszeu (Booster dose) 413 21% PCL ludwhazaneth 8nase eifiulsyansnmwmsnsedu

MsEs19ADaARUlUTT UL E1?

5.3 nstluly

5.3.1 il eftasunlud ewesnnuiduiinveseraaia sidnunisvininanis $aufu
Wwarsanlunturesdununsidaunsaludd wuinnisaaluguiuy 5-point deep intradermal
injection enanasiasaILnUsEEIuAANNEUUIR (pain score) Ainnd uazdifuyunsldaunsal
fisnd1 uaziilefinsunfmadnduesnisnszdunsaiisneanniauis 3 f1dde fusedwsluszeren
LA NUIINTIAAAIBFULUY 5-point deep intradermal injection fAumunvaulun1suiun
alaliel

532 Lﬁaﬁﬁmm'mﬂwaé’wﬂuﬂWiLﬁumm@wsju%aﬁ’s (Skin elasticity) uagnsaniieu
F2308 (Skin wrinkles) fae38msansisanssuuuy Saufufinsumatiafediiinduldwunisadld
fou wionazmamaonden sikluszerdunarluszeren Snvawdnfasiasndunsedunisadig
ABaaLau (Biostimulator) luvssnanaussinalngluiagiiu nudiiilesanslidAviadiarunsode
unamihmnldetneivsyaninmuazUaen it fiundisradnsanneiduativd a1s 21% P
Tuswharae Jadunidusidenddlufesmaausamalng Aaunsalinisnssdunsadis

ARARAUUSIUNTARINLA
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5.4 @a3Una

(%

815 21% PCL Tudavagan18u1in15n583186 1912 LU RN UaIN1520 IINNAENE NS
WiguguUsedninasendne Uuuuns@nne35aalaiamdatudin 5 90 (5-point deep
intradermal injection) wagN132ALUUATE YUK microneedle intradermal injection @1u150

nsgdun1sasemeaatauldtuRale ladaiuuansnsiueg 1l dedAynsadiflussegioan 52
duan
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location | Subject microneedle intradermal injection 5-paint Protocol
Week0 | Weekd | week8 | week12 | week 24 | week 35 | week 52 | weekd | weeka | weeks | week12 | week24 | week 35 | week 52
1 pcloz | 3738 | 9533 | 1424 | 9754 | 20600 | 635690 | 62480 | 9583 | 8831 278 | 1286 | 117250 | 87210 | 90350
pclor | 604 | 6212 | 8721 | 7121 | 75480 | 42140 | 42500 | 7659 | 6389 | 7325 | 6765 | 62730 | 55.820 | 71530
3 pclo1 | 6212 | 7986 | 1278 | 5808 | 55360 | 54500 | 48380 | 1779 | 7325 | 902 | 512 | 49470 | 66210 | 40720
4 pclor | 1567 | 1105 | 5343 | 1042 | 96420 | 80730 | 80460 | 6071 | 1198 117 | 1205 | 112390 | 65430 | 56.960
5 pclor | 213 1508 | 1608 | 1065 | 102200 | 63120 | 48590 | 2212 | 1312 | 1297 | 1146 | 100.860 | 89.840 | 77.6%0
5 ocior | 2373 | 1536 | 1518 | 1312 | 130700 | 79850 | 87960 | 1285 | 1195 | 1563 | 1205 | 117180 | 99.920 | 83410
7 pcior | 1286 | 6875 | 1146 | 5341 | 40050 | 68240 | 58330 | 1113 | 1047 | 1558 | 1297 | 119230 90200 | 81780
8 ocior | 5859 | 5562 | 3462 | 5645 | 68440 | 37640 | 45550 | 6153 | 6085 | 5044 | 5882 | 52790 | 45550 | 53550
g pcloz | 6875 | 6389 | 7121 | 6912 | 61100 | 55820 | 41820 | 9754 | 202 | 5541 | 7621 | 80790 | 69.170 | s54.910
10 eclor | s641 | 7621 | 7398 | 6485 | 59210 | 43480 | 48730 | 858 | 5263 | 5641 | 5541 | 48630 | 58080 | 52980
1 pclol | 7792 | 1214 129 | 7818 | 90400 | 84800 | 51.200 | 1036 | 1105 | 1404 | 9148 | 88780 | 70990 | 83.010
1 pcioz | 3833 | 6765 | 1198 | 77.92 | 88020 | 86350 | 81270 | 5215 | 9313 | 1388 | 8679 | 77540 | 73.160 | 68240
2 ocio? | 5167 | 6533 | 6533 | 575 | 76590 | 44830 | 56300 | 4666 | 5052 | 7621 | 5824 | 60190 | s4670 | 63980
3 pcio? | 1064 | 8456 | 9313 | 6317 | 72200 | 67250 | s0700 | 7821 82 1042 | 6621 | 62330 | 72.800 | 70,600
4 pcio? | 4863 | 8393 | 902 | 5699 | 69580 | 70430 | 71400 | 4694 | 4555 | 5899 | 5548 | 50430 | 63890 | £2120
5 | pcio2 | 7325 | 1778 | 915 | 5687 | 55410 | 62740 | 63000 | 1284 | s485 | 9317 | 1214 | 135970 | 131280 | 110440
6 | eco2 | 1369 | 6598 | 1638 | 1063 | 97960 | 114530 | 104000 | 2356 | 9148 | 1054 | 1503 | 147800 | 92270 | 99500
7 aclo2 | 6128 | 6371 | 5913 | 6725 | 69710 | 76640 | 62470 | B2 6912 | 5641 | 5808 | 53.020 | 77.380 | 46.090
2 pclo2 | 4807 | 5541 | 858 | 6317 | 59710 | 53160 | 62120 | 6765 | 7659 | 7212 | 5394 | 54120 | 48380 | 64430
g pcioz | 7398 | 5227 | 6814 | 7099 | 65830 | 60730 | 71210 | 8746 | 7751 | 823 | 7535 | 82260 | 72690 | 97960
10 | pcioz | 6137 | 8780 | 9796 | 672 | s2750 | 76590 | 75830 | 8596 | 8079 | 1264 | 2084 | 82700 | 81220 | 77510
11 | ecioz | 512 | 6153 | 8234 | 50 | 53840 | 66290 | 62700 | 7818 | 7667 | 5645 | 8596 | 79470 | 65500 | 66560
1 PClo3 | 9754 | 1432 | 9148 | 1244 | 99550 | 89500 | 71780 | 5502 | 1134 | 8721 | 7566 | 71380 | 53940 | 65.130
2 Pclo3 | 5869 | 6457 | 5285 | 4112 | 54430 | 79470 | 50010 | 4916 | 6212 | 7633 | 4525 | mas30 | 76210 | 42100
3 Pclo3 | 6844 | 8456 | 7085 | 5227 | 62350 | 59380 | 62120 | 6178 | 1022 | 7302 | 6971 | 69120 | 54530 | 75540
4 Pclo3 | 6521 | 6389 | 655 | 6725 | 63430 | 61500 | 55410 | 596 | 4807 | 5227 | 5052 | 53550 | 46940 | 665670
B PcLO3 | 1632 | 9754 | 8746 | 5554 | 52060 | 72.690 | 98600 | 6656 | 848 | 7659 | 5863 | 55990 | 63220 | 61370
: pPCLO3 | 8679 | 1224 113 1508 | 114800 | 102400 | 92.340 | 1643 | 1312 | 9754 | 1173 | 116400 | 96000 | 119.800
7 PCLO3 | 5846 | 1027 | 6457 | 7659 | 72960 | 65430 | 52270 | 5097 | 807 512 | 4668 | 42470 | 550020 | 43060
8 pclos | s041 | 5316 | 5476 | 512 | 48470 | 51210 | 47070 | 4792 | 5687 | 6053 | 7516 | 68970 | 50410 | 60530
g pcto3 | 7325 | 9274 | 7792 | 5889 | 46790 | 52690 | 48550 | 1324 | 7398 | 6824 | 5529 | 62010 | 68140 | 56.9%0
10 pcio3 | 1123 | 9754 | 1195 | 8122 | 72720 | 68290 | 65430 | 8721 | 1042 | 1063 | 7325 | 66440 | 63.170 | 61220
1 pclo3 | 1134 | 8456 | 7738 | 4294 | 40290 | 55620 | 52270 | 1533 | 807 | 6955 | 4453 | 62300 | 85.200 | 65630
1 pcios | 1054 | 1195 | 7598 | 1432 | 139780 | 90200 | 94310 | 7533 | 1134 | 117 | 1667 | 159960 | 93.800 | 96800
2 pcos | 5450 | 6667 | 6178 | 655 | 62690 | 70300 | 58700 | 4355 | 4222 | 7398 | 6128 | e4850 | 63120 | 58300
3 pclos | 5846 | 7113 | 1779 | 6875 | 65240 | 79600 | 67400 | 4640 | 5844 | 858 | 6824 | 62690 | 53130 | 53200
4 pcios | 7523 | 1432 | 6932 | 4656 | 42970 | 62120 | 54260 | 1489 | 7536 | 4595 | 5846 | 49810 | 56130 | 459%0
5 | pcos | 1368 | 4863 | 6032 | 7398 | 69210 | 70860 | 74600 | 7302 | 7823 | 1064 | 7121 | s8630 | 50400 | 67.210
[ pcios | 1608 | 1742 | 1503 | 201 | 189790 | 98440 | 92126 | 8456 | 1198 | 1388 | 1632 | 158400 | 114600 | 86330
7 | Pclos | 5336 | 7637 | o467 | 4905 | 44590 | 59580 | 58450 | 4978 | 5613 | 7659 | 5882 | 61280 | 52850 | 68440
g pcios | 4812 | 823 | 5824 | 4838 | 51200 | 58600 | 49400 | 7565 | 6917 | 512 | 6917 | 64760 | 73890 | 68800
g peos | 5637 | 7633 | 7792 | e457 | 62850 | 76210 | 70700 | 5035 | 5052 | 7302 | 5279 | s0000 | 79970 | 5337
10 pclos | 5041 | 7633 | o796 | 1173 | 89950 | 80300 | 74310 | 5285 | 2079 | 7633 | 1264 | 119590 | 102500 | 86350
11 pCios | 5215 | 8721 | 9583 | 4838 | 47800 | 45210 | 49840 | 7448 | 4642 | 6247 | 5227 | 48850 | 50850 | 41480
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1 PClo6 | 8721 1078 213 05.83 | 8.75C | 74700 | 55480 | 9148 86.29 1778 §7.33 | 92.76C | 64430 | 85.960
2 PCLO6 | 5341 6053 98.29 8721 | 73.250 | 52.790 | 54570 | 5035 73.16 7782 7212 | 85.560 | 55430 | 50.440
3 PCLo6 | 1134 1113 1608 8079 | 76480 | 66100 | 56.29C | 5354 | 3456 835 6137 | 55670 | 53.600 | 60.600
4 PCld6 | 4807 4409 66.2 86.79 | 85.58G | 75.630 | 54.000 | 1361 7043 596 96.64 | 93.710 | 71.330 | 78.230
5 P06 | 6621 93.37 1632 2066 | 174400 | 68990 | 93170 | 1078 9185 113 1394 | 133410 | 85.030 | 79.020
6 PClo6 | 86.79 1382 1852 1415 | 135800 | 97330 | 96.640 | 43.05 1198 2138 139.2 | 137980 | 85.500 | 76.890
7 PCloe | 1297 1998 2438 1266 | 107.890 | 114.600 | 107.000 | 82.3 1518 7398 107.8 | 102.100 | 73.980 | 145300
8 PCi06 | 5764 1173 1264 57.87 | 55.250 | 51.200 | 52470 | 4838 56.13 3541 42 81330 | 55480 | 56410
9 PCi06 | 6485 8721 1853 8754 | S4.00C | 85800 | 53430 | 68.14 70.9¢ 9129 167.9 | 161600 | 55540 | 56.990
10 PCLO6 | 5824 67.25 1244 1142 | 85480 | 51.780 | 58.14C | 48.07 63.71 1424 80.84 | 84760 | 56.990 | 58.690

|k
b

PCLCS

7698

87.89

7178

68.570

65.840

67.960

1054

1558

1195

7659

106940 |

75.240

70.400

73400

79.830

1 7448

2 PCLCS | 63.89 5899 58.82 50.97 | 52460 | 50410 | 56.100 | 75.16 65.13 4873 1046 | 100.840 | 73670 | 53.540
3 PCiGS | 1173 5831 1503 50.91 | 56130 | 59.800 | 59.000 | ©63.89 986 8301 | 5153 | 5860C | 67600 | 52.400
4 PCLOS | 79.86 7188 5035 0148 | 87640 | 87.700 | 76300 | 7792 6247 6153 7621 | 67.200 | 74570 | 69470
5 PCLOS | 1728 112.2 165 1057 | 98920 | 114600 | 108.600 | 150.8 1917 1134 | 9047 | 105470 | 82440 | 86.800
6 PCICS | 5128 1388 1822 1454 | 144000 | 99300 | 85030 | ¢7.54 1113 1286 | 1105 | 107.700 | 95300 | 90.800
7 PCi0S | 65.98 6814 7104 63.62 | 61.240 | 61500 | 61280 | &0.85 9317 982¢ | 5839 | 55.00C | 63.760 | 55.480
8 PCLOS | 6485 63.89 72 1095 | 101970 | 75160 | 72.260 | 5869 2148 6153 | 63.067 | 62.070 | 59.780 | 60590
9 PCICS | 8678 6137 04 4838 | 44300 | 76590 | 61.780 | ©3.17 9796 %0.2 90.2 80980 | 69170 | 67.250
10 PCiCG | 8122 7121 9127 8166 | 77.670 | 588990 | 58290 | 7751 8166 76.21 5846 | 60.130 | 75400 | 70590
11
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1 PCL11 615 155.3 7633 58,44 6286 | 55480 | 45630 | 1122 1369 91.29 1158 | 116300 | 48070 | 86330
2 ALl 63.89 59.38 49.78 73.98 72260 | 56130 | 53.730 | 5091 60.53 4545 56.99 | 55.120 | 130800 | 62.120
3 PCL11 93.13 67.65 97.33 448 52.740 | 51550 | 68.600 | 102.7 90.2 1047 5104 | 50760 | 98290 | 68.240
A PCL11 1054 56.87 37.21 39.93 42460 | 75160 | 63.890 | 5097 a4 48.63 6534 | 54790 | 75660 | 61.050
3 PCL11 1142 106.3 594 594 50470 | 172600 | 80,940 | 85.19 6178 7523 1054 | 101160 | 76,980 | 65430
& L1 1786 120.7 86.79 180 171.700 | 87.890 | 57.870 | 1198 7378 1178 1312 | 129800 | 115.820 | 112,500
7 PCL11 | 79.02 76.67 6543 6317 | 60.6C0 | 55820 | 46.000 | 4595 40.57 6137 63.17 | 61.000 | 50.690 | 43640
8 PCLI 5343 51.2 60.53 54.76 | 51700 | 53.550 | 54130 858 52.63 655 71.21 70.370 | 80.790 | 80280
9 PCL11 | 75.16 6153 7659 6128 | 60.630 | 52.980 | 52.270 | 91.29 55,54 64.67 1278 | 126280 | 50000 | 44250
10 PCL11 1188 104 1134 71.13 68.820 | 57370 | 563920 | 9129 85.8 7121 5443 | 62230 | 82.200 | 82.000
11

1 4

2 PCL14 361 5443 53.43 7748 | 70480 | 656560 | 43560 | 4138 62.12 40.21 7893 | 76.210 | 50440 | 49.160
3 PCL14 986 77.38 56.87 65.5 58.240 | 72350 | 71400 | 8226 9185 80.7 50.17 | S2.570 | 66.350 | 74480
- PCLI4 63.69 72.35 54.59 88.38 84850 | 56450 | 48.230 | 53.73 91,29 65.43 6947 | 65590 | 65.630 | 55.090
S PCL14 1113 1145 83.01 #4445 50.040 | 67.800 | 65250 | S&.13 87.46 1146 7865 | 77.030 | 62410 | 55630
6 PCL14 | 5641 1063 105.7 11065 | 105.920 | 91270 | 83.800 | 1205 93.13 1401 1008 | 96,640 | 106400 | 98420
7 PCL14 58.31 55.56 68.45 5988 | S6.800 | 52.400 [ 51370 | 55.56 93.12 63.19 6089 | 58.100 | 61.050 | S50.690
8 PCL14 61.78 6053 5843 59.45 55130 | 52.850 | 56.990 | 6457 79.86 3459 7084 | 69800 | 54800 | 56410
9 PCL14 50 80.2 79.86 9145 87.800 | 71260 | 51880 | 8579 5541 69.71 6697 | 54.370 | 52850 | 53.430
10 PCL14 72 92.74 58.46 59.34 | 60650 | 64.000 | 61370 | 5562 119.8 57.37 4442 | 43250 | 72350 | 4835%0

1518

64.67

62550

1 100.5 81, 142.670 | 169.300 | 67. 239.8 1198 45. 42,000 | 87.900

2 PCL1G 91.27 75.16 67.25 48.73 49.780 | 50510 | 45420 | B80.73 73.72 524 6371 | 62140 | 49980 | 545%0
3 PCLi6 1214 88.46 60.53 55.02 52450 | 74670 | S8.700 | 1392 79.58 20.94 5637 | S3.790 | 72600 | 73.580
A PCL16 102.7 52.98 50 4545 44350 | 45950 | 52120 | 9241 47.67 71.88 1414 | 139.310 | 113.730 | 91.700
S PCLIG 1116 166.8 93,13 1198 | 114430 | 80.730 | 89500 | 1309 1122 91.29 2421 | 238,870 | 136.100 | 102.200
5 PCL1B 2323 147.4 102.7 1508 | 144470 | 131200 | 51110 | 2923 1146 1205 65.5 62.000 | 105.700 | 115410
7 PCLIG 60.54 67.7 68.75 9148 87550 | 111600 | 58820 | 1536 63.07 84.56 4409 | 45620 | €6.210 | 73.020
8 PCLIB 80.94 55.41 89.24 85.96 82050 | 68.140 | 80.790 | 57.64 68.14 85.13 63.71 | 62620 | 91290 | 60530
9 PCL1G 103.6 83.93 57.5 75.66 72700 | 79.860 | 52270 | 85.03 49,59 70.99 1312 | 124590 | 48380 | 50910
10 PCLIB 80.79 1224 858 1173 | 101.200 | 104.200 | 108.100 | 1264 104.1 1198 1388 | 130490 | 93.3130 | 103300
11 PCLIG 80.54 6153 64.85 72 77510 | 78.180 | 62.550 9L5 1156 104 93.26 | 88670 | 99470 | 77.380
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Tame | code | PCLO1 PCLO2Z PCLO3 PCLOS PCLO6 PCLOS PCLO9 PCL10 PCLI1  PCL13 PCL14 PCL15S PCLI6
wWo | = §16 425 124 293 641 1280 574 1554 761 841 1212 272 497
w4 g 1004 368 891 491 661 1298 625 1306 799 842 1383 405 572
ws | E g| s 823 680 380 577 1624 642 1271 675 483 1209 394 554
wiz | s | 995 626 185 508 745 1367 169 1455 781 451 1017 414 598
w2 | 3 F| 7 636 515 423 701 1299 563 1312 600 614 1294 199 372
W36 g 520 518 108 307 614 1281 503 1301 690 351 1209 315 488
ws2 | 8 423 422 434 237 599 1294 504 1333 679 382 1201 301 478
wo 896 560 378 337 513 1328 624 1283 798 689 1233 265 428
w4 938 690 869 426 622 1573 625 122 833 648 1346 378 549
ws 849 673 697 504 553 1772 716 1245 755 403 1336 358 538
wi2 1058 630 529 457 573 1706 456 1390 8§73 364 1243 345 579
w24 621 704 S04 330 543 1416 528 1176 698 583 1498 239 325
W3i6 485 542 576 332 595 1418 530 1222 642 385 1238 316 475
w2 473 525 s32 250 510 1320 550 1301 637 358 1212 258 426
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GOURI

Polycaproloctone Injectable Implant

Shelf life: Two years {24 months)

Storage: Room temperature (5°C-25°C), avod hight and freenng

Package unit: 1 pre-filled syringe / 1 box

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

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

augmentation for dermal implantanon

Intended User Specialist In the fields of denmatology or plastic

surgery

Indication: it s indicated to be used for facal tissue

augmentation for mid-to-deep dermal implantation for the

cocrection of moderate to severe facial wrnides and folds.

Directions for the use

A Warning:

1) Injection to intradermal or upper part of periosteum.

2} Does not restendze at the time of use.

3) Avosd ingacting it to blood vessel whech is likely to cause
occlusion of bload yessels (tissue necrosis due 1o 1),

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

5) Do not re-use it

6) Check and see if sterde 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) Prohebit using it to below groups.

- Patients who are known to hypersensitive 1o
Polycaprolactone

- Patients should be more than 19-years-old

- Wormen who are pregnant or breastfeeding

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

- Patlents receiving NSAIDs, coagulation inhibitors,
anticoagulants, immunosuppressants

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

- Patients who tend to have hypertrophic scars

« Patients with a history of streptococcal disease

- Patients who s children and adolescents, minors

CE€ 2764

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

C. Precautions for use

1) Comply with general precautions at the time of injection to
intradermal of upper part of pedostewn,

2) Always be careful because danger of nfection is intrinsic.
3) There should be sufficent anatomic knowledge on the part
where injecticn is made.

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

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

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

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

9 Severe side-effect such as blindness, ete. may happen in
case of injection into blood vessal. and therefore, using it to
the eye contours (eye crche or eyelids) where its injection into
blood vesse! s highly Ikely is prohibited. Special attention
shall be paid at the time of using it

10) There was no established result on safety and
effectiveness for the case of using it for a long penod beyond
the time which Is established by dinical reséarch.

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

12) Injection to0 patent who has history of herpetic eruption
may lead to the recurrence of it

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

15) Doctor shall sufficently explain to patient about
indications, contraindications and potentisl ude-effects before
injection. Disinfect the treatment site tharoughly before the
procedure
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Wash the face with lukeworm water Appl onesthetic cream on injection aren, give the patient

an anﬁh:stomme pill (if the potient haven’t taken i)
PREPARATION
FOR
INJECTION

Leave the cream for 20-30 minutes Wipe off the cream with an aleohel cotton pad
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Inform the patients before the procedure

+ Avoid exposure to heat and radiation {sauna, sun), swimming/bathing, and alcohel consumption for the first 24 hours.
+ Toking Celirizine |prescription-free) 30 minutes to 1 hour before treatment is recommended.

Disuppaur within

st o No severe side effects occurred for the whole peried of testing and usage of GOURI, However, mild-to-
@ ﬂ @ minor side effects, such as swelling, itchiness, and redness could possibly happen either affer the
: procedure or about 7-10 doys after it, when collagen synthesis starts in the body, It's o result of a naturel
immune response, and all the symptoms shall go cway within a few days even without additional
freatment. However, if you feel discomfort or the symploms continue for more than o few doys - please
contfact the doctor.

30 minutes before the trestment

( .\nhhi'.f.\min?)
h’\—‘%— - o
. .

|

—3n =

In order to prevent the possibility of strong immune reaction, an antihistamine pill should be taken 30 min before the
procedure. Bruising (if occurs) may remain for a longer fime than usual due to the characteristics of PCL.




Information for the doctors

+ Avoid blood vessels while injecting and toke special care when you freat periorbital area. Make sure to conduct an aspiration probe in the forehead and
periorhital areas (to avoid long-term bruising).

* An anesthetic cream or local anesthetic injection can be given before the procedure of the discretion of the doctor,

» Mixing with other products is not recommended.

* Recommended needle size is 30G - 31G,

Gently rub the injected sites right after injection. Pay special attention to the forehead area,

.

Storage and After use

» Store at room temperoture is 5°C - 30°C and avoid light and treezing
* Use it all on the some day affer opening,
+ After use, make sure to dispose of it,

nowGernus

GOURI

77



HOW TO INJECT GOURI

1 syringe

Eye Protocol

0.5¢c per point

141 syringe

7 -

R 7 S

"\ =\
J4 ] g N

GENERAL Protocol

0.2¢c per point
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GOURI

1+1+1 syringe
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Enhancing Protocol

Inject 0.5¢c per point around the eyes
Inject 0.25¢¢ per point on the other points
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HOW TO INJECT GOURI GOURI

General Protocol

(21 Inject to deep dermis

’

{3 Inject 0.2 cc per point

» st point: Middle point of the forehead, above the center of on eye pupil
*On the forehead area, we recommend rubbing genfy an the injection area
alter injection for 510 min

+ 2nd point: Horizontal with nogrils, cbout 2-3 cm away from the nose on the medial
cheek

+ 3rd poink: Same level as 2 paint, below the cheekbone

+ 4th point: Some level with the end of the lips line on the superior jowd, located in the
middle betwean the 2 and 3 point

+ 5th point: Inject one peint within the red markad coreas, chout 1.5:2.0 cm horizentally
and vertically away from the of the eyes.




HOW TO INJECT GOURI

Eye Protocol

{20 Inject to deep dermis

{21 Inject 0.5 cc per point

* Injection point: Inject one point within the red marked area,
about 1.5-2.0cm herizentally ond vertically cwey from the
of the eyes,

15-20em

GOURI
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HOW TO INJECT GOURI

Enhancing Protocol

{71 Inject to deep dermis
{20 Inject 0.5 cc per point - eyes

Inject 0.25 cc per point - entire face

+ If you want special care, inject following the some points of Genercl
profocol with 0,25¢c for 14 - 4% points and with 0.5¢cc for eyes

81
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