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Bing né ndng lugng cho lan da - danh cho
nhing chuyén gia tré, nang dong

Gidi thiéu san pham




7
s
Y
vi
U
¢
]
1

Content

Gigi thiéu
Hyaluronic Acid
Tac nhan lién két chéo: BDDE
Cong nghé DIAMOLD
Hudng dan su dung
Hiéu qua & d6 an toan
Phan tich thi trucng

Tal lieu marketing

Nha may san xuat

(c

"

Xspurt



yaluronic Acid

o Axit Hyaluronic (HA) la mét polysaccharide tu nhién, dudc cau tao tu cac
dan vi disaccharide lap lai gom GlcNAc va axit glucuronic. HA ton tai trong
tat ca cac sinh vat séng, dac biét nhiéu 3 moé biéu moé va mo lién két.

e HA sU dung trong cac san pham tham my cé thé cé ngudn gbéc déng vat
hodc khéong cé ngudn gbéc déng vat, phd bién nhat la tu vi khuan (chung
Streptococcus).

o Bat ké ngudn goc, HA cd do tuong thich sinh hoc rat cao va khéng cé tinh
dac hiéu mo.

Co ché tac dong

« HA déng vai trd quan trong trong viéc lién két cac phan t& nwéc, gitp da duy tri va gity

Qv

m.

« HA I1a mét thanh phan chinh cta chat nén ngoai bao, cé vai trd tich cwc trong phan &ng
viém.

o Nho dac tinh wa nwdc cao va mang dién tich am, HA cé kha nang hat nwéc, treong né,

tao thé tich va nang d& cau truc — ly twéng cho tao hinh khudn méat va lam day méi.

*GIcNACc = (1,4)-glucuronic acid-B (1,3)-N-acetylglucosamine

Hyaluronic Acid (HA) Unit
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Glucoronic acid  N-Acetyl glucosamine
Chemical Structure of HA (Source: Aly, 2008)
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TAC NHAN LIEN KET CHEO:

\Zé%,zw
/Sﬁaw:ev

Chemical Structure of 1,4-butanediol
diglycidyl ether (BDDE) (Source: Lee, 2015)

/'\/\ BDDE Purification
/\_/\
Linear HA Crosslinked HA Monophasic HA gel

Using BDDE to crosslink HA in monophasic fillers (Source: Fundaro, 2022)

Do sy hién dién cla enzyme
hyaluronidase (phan huy HA), HA khoéng
bién tinh va khéng lién két chéo cé vong
dai rat ngan trong mo (thai gian ban hdy
khoang 12 gid), dan dén hiéu qua duy tri
ngan.

Pé kéo dai thai gian tdc dung clia HA, cac
tac nhan lién két chéo dudc s dung.

1,4-butanediol diglycidyl ether (BDDE) |
tac nhan lién két chéo dugc su dung ph
bién nhat dé san xuat HA lién két chéo.

a
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Vi tdc nhan lién két chéo cé thé gay doéc
té bao va dot bién, ham lugng ton du phai
dudc kiém soat nghiém ngat va khoéng
VUGt qua 2 ppm trong thanh pham nham
dam bdo an toan.
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CO N G N G I_l E D |A M O L D Ngoai cong thic dudc cai tién, Xspurt dugc san xuat bang céng nghé XEDL"—I:

doc quyén DIAMOLD cutia FHL, gidp:

e Gidm thiéu lugng tdc nhan lién két chéo si dung
e Loai bd tac nhan lién két chéo du thua va cac tap chat khac

Quy trinh tédng thé DIAMOLD

cross-linking
Mix Lién két chéo Tham tacf\h &tao Nghién Chiét rét Tiét trung
khuoén
y < e Tham tach la qua trinh loc loai bo cac phan td khéng mong
—"" muén nhu BDDE du théng qua mang ban tham.

K::\f Ao e Khi HA lién két chéo dugc tham tach trong thai gian dai, dé

m P ~ N ~ ’ el ~ ~ ~ . s el
s . WY am dugc hap thu va cau trdc tré nén chat ché haon, giup san

pham gitt hinh dang 6n dinh sau khi tiém vao da.

#—& Crosslinked BDDE #—# Pendant BDDE #—# Un-reacted BDDE

K&t qua kiém tra ndi bo:

Ham lugng BDDE ton du dudi nguéng phat hién, nho han 0,03 ppm trong thanh pham.



NHA CUNG CAP HA: BLOOMAGE BIOTECH " .
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TEERTIA xspure

BLOOMAGE BIOTECH

e Nguyén liéu HA tU Bloomage Biotech dugc san xuat bang phudng phap Ién men vi khuan (Streptococcus equi),
toan bo nguyén liéu khac déu khong cé nguon goéc dong vat.
e Kiém nghiém ndi bd clia FHL cho thay HA tU Bloomage Biotech khéong thua kém HA tU Cong ty S.

(5
0.5
045
0.4 F O EP9.0
0351 [l Bloomage
0.3F
0.25 F
0.2 I
0.15 } 0.1
0.1F 0.05
0.05 F 0.01 0.00 0.0025
0 4 , _— -_—
Nucleic Acid Protein Endotoxin
(A260nm) (%) (IU/mg)

Impurity level test based on European Pharmacopeia
standard (source: Bloomage Biotech, 2019)

Muc kiém tra

Tiéu chi chap nhan

Cac chi tiéu kiém
nghiém (sau 24 thang):

Bé ngoai

Chat Idng khéng mau va nhét

Ngoai quan: Dung
dich khéng mau, nhdét
- Khéng tap chat

Glucuronic Acid
Confirmation Test

Khéng cé tap chat
Mau dd, Tim dd 0,5 EU/mL hodac it hon

No&i dbc té: < 0,5 EU/mL
(két qua: 0,1 EU/mL)

N-Acetylglucosamine

Khéng cé su phat trién cla vi sinh vat

Kim loai nang: <10 ppm
BDDE tén du: < 0,3 ppm

Confirmation Test

Endotoxin
Sterility Test

Quan sat

Kim loai nang

10 ppm or less

Lugng BDDE con lai

2 ppm or less

*FHL data on file



Xspurt

/'ek-spart / A vibrant filler that provides vigor to the skin
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e Xspurt la filler tiém da chlda HA lién két chéo, cé lidocaine gilp tang trai nghiém thoai mai cho khach hang.

e C63dong san pham: Breeze — Climax — Finale

Phan loai Xspurt Breeze with Lidocaine Xspurt Climax with Lidocaine Xspurt Finale with Lidocaine
San pham
—= fh;-h o Hmar, l._:_ - - l-‘hn-w.-.,i, .
Két Cau Gel S8 2
T— 9
Thanh phan (moi hop) HA 24 mg/mL HA 24 mg/mL HA 24 mg/mL

Lidocaine 0.3%

Lidocaine 0.3%

Lidocaine 0.3%

Thé tich 11 mL 11 mL 11 mL
Needle 30G 27G 26G
Piéu kién bao quan 2.25°C 2-25°C 2-25°C
Han dung 24 thang 24 thang 24 thang
doéng goi 16ng tiém + 2 kim tiém 16ng tiém + 2 kim tiém 16ng tiém + 2 kim tiém
(m6i hop)




HUGNG DAN SU DUNG

Thao nap 6ng tiém bang cach lac nhe qua lai va

bé nap
(Lut y: KHONG xoay nap)

Gan kim vao 6ng tiém va xoay theo chiéu kim

dong ho

Siét chat kim bang cach day va xoay cé dinh

Sat khuan vung tiém

1.Dua kim vao vung diéu tri va tiém cham
2.(P6 sau va lugng tiém phu thudc vao
mMuc do nép nhan va vi tri tiém)

Do not re-use

Do not use if package is damaged

>|®|6

Caution, Consult accompanying documents

o
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Keep away from sunlight

®

Do not resterilize

steme] | | Sterilized using steam
25°C
it Jﬂf Temperature limitation (2°C~25C)
T Keep dry
EE] Consult instruction for use
d Manufacturer
Batch code
@ Date of manufacture
g Use by date

Xspurt
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BAO CAO LAM SANG -
HIEU QUA & AN TOAN

e Thu nghiém |am sang dugc thuc hién tai Bénh vién Eulji — Khoa Phau thuat Tao hinh
e Khéng ghi nhan trudng hgdp ngung diéu tri do tac dung phu lién quan dén thudc
e Tac dung phu ghi nhan: ngda va phu né d muc nhe



~ D) 7 LIV N N~ N »
K&t qua xét nghiém lam sang P
Nhan khau hoc Ho so an toan ™

FA* Group PP** Group ltchiness Edema

69 65 .
Téng s6 ngudi Xspurt Finale
tham gia (N)
Tuoi (Trung binh 4710 £ 734 4717 £7.39 Restylane
+ Db lach 3363 3363
chuan)
TGi thiéu/ Toi da 0 1 2 3 4 S 6

Number of Cases
Khong c6 truéng hdp nao ngung dieu tri do tac dung phu lien quan dén
Nhém Phan tich Toan dién (FA) = Cac déi tugng dugc st dung thiét biy té€ lam sang it nhat mot 1an sau khi phan bé ngdu nhién theo khéi va dugc do ludng bang cac bién danh gia tinh hgp 1& it nhat mot 1an
sau khi st dung thiét bi y té.
Nhom Theo Giao thic (PP) = Cac d6i tugng hoan thanh nghién clu 1dm sang theo ké hoach nghién clu Iam sang trong sé cac déi tugng dudc dua vao phan tich FA va cac déi tugng bd cuéc ma khéng hoan
thanh khoang thdai gian dudc chi dinh trong ké hoach nghién clu; Cac ddi tugng dudc st dung thudc hoac phudng phap diéu tri bi cam két hgp diéu tri.
10

Téng cdng cd 49 ngudi tham gia dugc danh gia vé cac tac dung phu (N=49 trong nhdom diéu tri). Ngla va phu né dudc coi |a cac tac dung phu nghiém trong lién quan dén thudc.



So sanh cac dac tinh nhdét dan hoi epurt

Dong san pham Xspurt cé nhiéu loai mé dun luu tri (G'), cung cap nhiéu lua chon han cho cac chi dinh va muc dich
st dung khac nhau tuy thudc vao két qua mong muodn clia bénh nhan.

Storage Modulus (G', Pa)
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More “lift” Less “lift”
Less “spread” More “spread”

*LeeW, Hwang SG, Oh W ,Kim CY, Lee JL, Yang EJ. Practical Guidelines for Hyaluronic Acid Soft-Tissue Filler Use in Facial Rejuvenation.Dermatol Surg. 2020;46(1):41-49.
doi10.1097/DSS.0000000000001858 **Santoro S, Russo L, Argenzio V, Borzacchiello A. Rheological properties of cross-linked hyaluronic acid dermal fillers.J Appl Biomater
Biomech. 2011;9(2):127-136. doi:10.5301/JABB.2011.8566

***EHL Data on file FOR ILLUSTRATION PURPOSES ONLY: Not a head-to-head comparison — Cautions should be exercised when comparing data across studies due to differences in
trial designs and subject characteristics
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Toéc d6 phan huy HA

Amount of HA Degraded (%)

Q
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Xspurt

Bdo cdo thU nghiém ndi bd clia FHL vé su phan hiy HA bang cach st dung Xspurt Finale va cac san pham cua doi
thU canh tranh cho thdy sdn pham cda chung téi cé toc dd phan hly tucsng ducng véi cac san pham cua daéi thu.
Thi nghiém dudgc tién hanh bang cach thém hyaluronidase vao moi mau chat lam day HA.
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_D 75 | o 7 P | /Q
Luu y: Cdc slide sau ddy chtda néi dung y té co thé gdy kho chiu.
Cdc buc dnh dudc chup vdi su dong y cua cd bdc si va bénh nhan.

13



Bénh nhan A:1nam sau diéu tri repur

Vung diéu tri: Tran, vung dudi mat, mdi, né€p gap mdi ma (NLF), nép nhan khdée miéng, cam.

Photos courtesy of Dr. Choi, H.Y. (S. Korea)
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Bénh nhan A:1nam sau diéu tri s

Vung diéu tri: Tran, vung dudi mat, mai, nép gap muui ma (NLF), nép nhan khdée miéng, cam.

Photos courtesy of Dr. Choi, H.Y. (S. Korea)
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Bénh nhan B: 3 nam sau diéu tri et

Vung diéu tri: Tran, M{i, Nép gap mdi ma (NLF), Nép nhan khdée miéng, Cam

Forehead

Temple

Under the eyes Chin NLF

NLF

Photos courtesy of Dr. Choi, H.Y. (S. Korea)
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Nhan xét tU cac bac si da lieu va chuyén gia tham my.

“Xspurt la logi chat lam day an toan nhdt va co
tac dung lau dai nhat ma téi tidng su dung.”

-Dr. Hee Youn Choi (S. Korea)

"

Dr.Hee YounChoi

Founder of Dr. Choi's Aesthetic Clinic
Professor, Hanyang University Hospital Plastic Surgery Before After

Photos courtesy of Dr. Choi, HY (S. Korea) 17
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Nhan xét tU cac bac si da lieu va chuyén gia tham my.

“Xspurt rat dé s dung va mang lai hiéu qud nédng co
tuyét vai. Téi ting dung né cho viing md, cdm va dudng
vien ham.”

-Victoria O’ Keeffe, M.P. (Ireland)

| |
Vi DERM

Victoria O' Keeffe, M.P.

NewDerm Clinic Co-Founder

Photos courtesy of Dr. O'Keeffe, V. (Ireland) 18



Xspurt

Nhan xét tU cac bac si da lieu va chuyén gia tham my.

“Xspurt Ia san pham téi uu dé tao hinh dang méi. Cho
dén nay, chua cé bénh nhdn nao cua téi bi phdn dng di
Ung khi st dung Xspurt. Bay la mét trong nhing uu
diém I8n nhdt cua san phadm nay cua XSPURT.”

-Dr. Kizub Svetlana Alexandrovna (Russia)

Dr. Kizub Svetlana Alexandrovna
Founder of Kizub Academy

19

Photos courtesy of Dr. Alexandrovna, K. S. (Russia)



Tai liéu tiép thi
Upcoming Materials

Do hoa thong tin va bai dang
Q Video gidi thiéu san pham va quang céo

q Sdach hudng dan st dung san pham
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Phan tich thi trucéng

Xspurt

d

Teosyal

- - - -

Belotero

Juvederm

XSpurt

Restylane

o

=

Teoxane (Switzerland)

Merz Aesthetics (Germany)

Allergan Aesthetics (US)

Galderma (Switzerland)

1L oL L I
TO=Z3 TTTY/TTTE

Hyaluronic Acid ¢ 24 mg/mL ¢ 150r23 mg/mL s 18-26 mg/mL . s 120r20 mg/mL
)
([
X
Thanh phan khac s 0.3% lidocaine s 0.3% Lidocaine s 03% Lidocaine s 0.3% lidocaine s 0.3% lidocaine
Nép gap mii v v v v v
ma Vung quanh v v v v v
miéng Moi v v v v v
% Y a a v v
o Marionette lines v
= v v v
3}
c Ma
G Vv v v
°'§- Vién ham/cam -
Miai Vv _ - v v
Tran/ Thai duon
/ & v v v ] )
Th&i han st dung (thang) 24 2% 2% 24 18-24 (Restylane Refyne -18

months)

&
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Phan tich thi trudng

Stylage

1% JLJ_‘_J

Neuramis

LiBE
\ \ 2
| 4|i iy

Sfefelel I |

Cple=

&
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Vivacy (France) Medytox (S. Korea) LG (S. Korea) Jetema (S. Korea)
Hyaluronic Acid ¢ 24 mg/mL s 125-26 mg/mL s 20 mg/mL s 12-22 mg/L s 24 mg/mL
b
()
¥ 0, . .
Thanh phan khac ¢ 0.3% lidocaine ¢ O5glieeaine ¢ 0.3% lidocaine ¢ 0.3%lidocaine ¢ 0.3% Lidocaine
¢ Mannitol / Sorbitol
Nép gap miii, v v 4 v v
ma vung quanh v v - v v
miéng, moi 4 v v 4 4
©
h< v v v v v
S
c M3 v v v v v
L
= N N v v Y v
O | Vién ham/cam ?
Miii v v v v v
Tran/thai ducng v v v ) v
Thai han su dung (thang) 24 12 24 17-24 24
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Nha may san xuat xspurt

e Cac san pham tham my clda FHL dudc san xuat bang cdng nghé hién dai nhat.

e Quy trinh san xuat dudc toi uu hda va moi trudng vo trung la yéu té then chét dam bao an toan va tudi tho cla san
pham chung toi.

* FHL Korea tuan thd nghiém ngat cdc hudng dan cGMP vé san xuat thiét bi y té an toan, 6n dinh va tinh khiét cao.
Chung t6i da dat dugc chiing nhan KGMP, ISO 13485 va CE cho nha may san xuat cla minh.

Ministry of Food and
Drug Safety

) l. .. W |MINISTRY
OF HEALTH
!_Dwmmlwmmg OF UKRAINE
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