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Revitrane is..

Revitrane — Maximized advantage of HA filler

Safe monophasic type filler with minimal crosslinking agent(BDDE).

* High-quality raw
material

* Minimized chemical
cross-linking rate using
BDDE

+ Advanced residual

BDDE cleaning process

Excellent
Viscoelasticity

* Uniform cross-linked
HA structure

* Soft viscoelastic gel
texture for making

natural volume

Soft
Injection

Cohesivity

» Keep initial volume for * Smooth and uniform
long time by cohesive gel injection
» Improved skin integration ¢ Low extrusion force

that blends with compare to the others

surrounding skin tissue
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Revitrane is..

Monophasic type

Soft viscoelastic hyaluronic acid gel texture

REVITRINNE

REVITRANE

Classic
Volume

Premium
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Revitrane is..

Skin Booster

Cross-linked gel with smooth and low cohesion gel for biorevitalization and moisturizing

REVITRANE

HA20 Skin Booster
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ross-Linked Hyaluronic acid Filler | 2.0 mL X
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Hyaluronic Acid

High Quality HA Raw materials

Approved raw material (from Shiseido, Japan)

Revitrane is manufactured using safe and qualified hyaluronic acid
approved US FDA and European Directorate for the Quality of
Medicines(EDQM)

Constant HA molecular structure

Stable HA structure that can endure external pressure

Purity
Safe material with lass then 10ppm of heavy metal (standards for
US FDA and EDQM is 20ppm)

—m Revitrane

Maxium 0.3% or 0.1% Maximum 0.1%

_ <0.5 or 0.051U/mg <0.041U/mg
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Safety

BR PHARM's own HA cross-linking process
Low-chemical & Enhanced Double Cross-linking Method : LED Method

Long-time & Low- Minimize HA deformation and increase physical
temperature cross-linking crosslinking rate

Cross-Linked bond

Ring bond

HA long chain

Minimizes incomplete crosslinking parts(Pentant cross-linker)
and increase complete cross-linking rate using long-time
and low-temperature cross-linking process.
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Safety

°
Purification Technology of Cross-Linked HA
Advanced Technique for Elimination of Residues, ATER
Unique washing technology removes residual BDDE and impurities with minimized HA deformation
Use minimum BDDE  mmma Cross-linking ratio( MoD*) is less than 5%
T T T
BDDE amount 800~1000ppm 500ppm
Elimination tech. of Complete removal of residual BDDE with unique
residual BDDE repetitive cleaning technology
Color comparison after drying HA gel
White color that is
Yellow color ' original color of HA
For incomplete %* - raw material
cleaning residuals P for complete
« cleaning residuals
Incomplete Complete * MOD : Degree of modification

washing (Yellow) washing(White)
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Viscoelasticity

Excellent Viscoelasticity(G’)

Revitrane is soft gel type filler with very fine HA particles for optimal viscoelasticity makes natural
volume. And Revitrane is easily molded and smooth injection feeling.

Juvederm Voluma 310~330 Pa 350~400 Pa

Revitrane Premium 328 Pa 383 Pa

PQ-14%_2.5P Juvederm Voluma...
600

500

400 . .
Revitrane Premium has

(G, Pa)

O L - . .
70 300 similar viscoelasticity to

%0 200 4 Juvederm Voluma product

100 |

.01 N 1 1
00 0 Frequency (Hz) 0
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Cohesivity

High Cohesivity

Revitrane's cohesive gel texture maintains initial shape and minimizes migration under pressure

Ink diffusion testing result after 6hours for Revitrane Premium and other Korean products
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Soft Injection

Low extrusion force improves treatment satisfaction

Revitrane has low and constant extrusion force though high-quality HA material and purification
process for making uniform HA structure.

| Product Extrusion force(N)

Juvederm Voluma 12~15

Extrusion Force vs Distance

30

A (Korea)
W B (Korea)
10 -

Revitrane Premium

Juvderm Voluma

Extrucion Force(N)

1 3 5 7 9 11 13 15

Distance(mm)
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Soft Injection

Low extrusion force improves treatment satisfaction

Revitrane Premium, Volume, Classic has an low injection pressure of 12 to 19N when using a 30G
needle and an injection pressure of 3 to 7N when using a 27G needle. It is possible to select the
needle according to the skill of the operator with a lower injection pressure than other filler
products to perform the procedure.
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Revitrane — Biphasic type lines

Revitrane Premium Q and Premium SUB-Q

Particle structured gel type with high elasticity for extensive facial volume augmentation

> PREMIUM Q
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Revitrane — Biphasic type lines

Biphasic type
Uniform cross-linked hyaluronic acid particles
« Stabilizing & Enhancing Elasticity Double-cross-linking(SEED) Technology

« Maximize binding ratio by our own cross-linking method for biphasic structure
= Chemical crosslinks and twist structure

= Controll and make different particle size for treating purpose

« Control the size of particles

Product Particle Size(micron)

600
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Product Specification & Treatment Area

Revitrane Series (Monophasic)

Product

Packaging

Concentration

Needle

Injection depth

Premium

31G or
. 34G(NanoNeedle)
REVITRANE 2ml 35yr/b0x 20mg/m| Multi Needle B b4 A ‘.
Injector
Skinbooster
m Tml*1syr/box 20mg/ml 30G f
Classic
| e | orem -~ ‘y _
Volume
Tml*1syr/box 20mg/ml 27G .y
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Product Specification & Treatment Area

Revitrane Premium Series(Biphasic)

Product Packaging Concentration Needle Injection depth

| REVITRANE 1m|*15yr/bOX 20mg/m| 25G
Revitrane
Premium Q
m Tml*1syr/box 20mg/ml 25G
Revitrane

Premium SUB-Q
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Revitrane HA20 Skin Booster

Revitrane HA20 Skin Booster

Skin Booster has lower viscosity and elasticity, and
is suitable for improving fine wrinkles and overall

moisturizing & elasticity of the face.

Gel Type

Treatment Area

Skin
Booster

= Viscosity @
= Elasticity @
» Cohesivity @

= Whole face
= \Water shine

treatment

REVITRANE

Cross-Linked Hyal

Needle Size
= Needle is not included

= 371G is suitable

Injection Depth

Epidermis

Superficial dermis

Superficial
dermis

Mid dermis

Deep dermis

Subcutaneous
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Revitrane Classic

Revitrane Classic

Classic is designed to be treatment of the areas
like lips or fine lines for expressing natural
volume. It is suitable for areas that require

natural volume due to less swelling.

Gel Type

= Viscosity @ @
= Elasticity @
» Cohesivity @

Treatment Area

» Around eyes

PY * Under eyes

(
= Smile lines E

= Wrinkles

Classic

around lips

» Lip volume

Needle Size

= 30G x 2 needles are included

= 30G-31G needle is suitable

Injection Depth

Epidermis

Superficial dermis

Mid dermis

Deep dermis Mld dermIS

Subcutaneous
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Revitrane Volume

Revitrane Volume

Volume is viscous gel texture to restore volume as
it attracts and keeps moisture in the skin.
Volume has high expansion rate, so it is suitable

for volumizing

Gel Type

= Viscosity @ @ @
= Elasticity @
» Cohesivity @ @

Treatment Area

n h k

® Chee
Volume = Nasolabial

folds

Needle Size

= 27G x 2 needles are included

= 27-30G needle is suitable

Injection Depth

Epidermis

Superficial dermis

Mid dermis

Deep dermis Mld dermIS

Subcutaneous
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Revitrane Premium

Revitrane Premium
Premium is slightly viscous and high elastic gel
type, so it is suitable for most of treatment

areas for volumizing

Gel Type Needle Size
= Viscosity @ » 27G x 2 needles are included

= Elasticity @ @ @ = 27-30G needle is suitable
= Cohesivity @ @ @

Treatment Area Injection Depth
»= Forehead
. = Cheek bone Epidermis
Premium = Nose Superficial dermis
= Nasolabial Mid dermis .
folds Deep dermis Deep derm|s
Subcutaneous
»= Chin
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Revitrane Premium-Q

Revitrane Premium-Q

Premium-Q’s biphasic type particles provides
good support to maintain structure, it is

suitable for making shape of the nose area.

Gel Type
= Viscosity -
= Elasticity @ @ @
» Cohesivity @

Needle Size

Treatment Area

= Nose ti
® P

Premium " Dorsum of

the nose

Injection Depth

0
r
m
=
=
T
o]

= 25G x 2 needles are included

Epidermis
Superficial dermis | _: Wiy ) )
Mid dermis £+ 8 .
Deep dermis sl ‘ r Deep deI’mIS/
Subcutaneous Su bcuta neous
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Revitrane Premium SUB-Q

Revitrane Premium SUB-Q
Premium SUB-Q has bigger size biphasic type

particles than Premium-Q and it provides good
support to maintain structure for cheek or chin

area

Gel Type

= Viscosity -
» Elasticity @ @ @
» Cohesivity @

Treatment Area

= Cheek

®
augmentation ‘ ol

Premium
SUB-Q = Chin

augmentation

—-

(=
=
©v
(=
b

o
=
3
-

S

Needle Size

Injection Depth

Epidermis

Superficial dermis
Mid dermis
Deep dermis

Subcutaneous

25G x 2 needles are included

Deep dermis/
Subcutaneous
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Clinical data

Before & After

Revitrane Volume, Age 43, Female, Nasolabial fold Left 2cc/Right 3cc

Before Right Afte After (7days later)
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Clinical data

Before & After

Revitrane Volume, Age 40, Female, Nasolabial fold Left 3cc/Right 3cc

Before Right After

o e
Tote, - A A

After (7days later)

.....
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Clinical data

Before & After

Lips : Revitrane Classic 0.8ml
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Clinical data

Before & After

1. Cheek : Revitrane Premium SUB-Q 1cc
2. Whole face : Revitrane HA20 Skin Booster
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Clinical data

Before & After

1. Forehead + eyebrow

: Revitrane Classic 1.2ml
2. 1st and 2nd zygomatic lines

: Revitrane Volume 1.0ml
3. Nasolacrimal groove

: Revitrane Classic 0.6ml
4. Nasolabial folds

: Revitrane Classic 1.4ml
5. Lips

: Revitrane Classic 0.8ml
6. Whole face

: Revitrane Skin booster 2.0ml
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Study

Pre-clinical study

In the comparative advantage test, as a result of testing the volume of Revitrane and J

Company'’s product in the folds, the Rebitran volume showed excellent initial volume and
durability.

In a comparative study on injections between Revitrane vloume and Product J,
The result showed great efficacy and long lasting at the nasolabial folds

« Efficacy assessment — Long lasting Scored by Chung Ang Univ., Korea 2018

Volume Change after Revitrane

Volume injection

1 weeks 4 weeks

Revitrane

ysis: PRIMOS

opography Software(mms3)
N
o

week week week Company J
1 4 8
Revitrane 101.17 107.47 123.29 124

Company J| 100 106 | 11852 | 1197

Day0

B\/olumeric anal

The change of initial filler volume: Volumetric analysis; PRIMOSwrg
topography (with software PRIMOS 5.8)
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Study

Research of cross-linking #1

Study of swelling degree and elasticity according to HA molecular weight

Polymer(Korea), Vol 39, No. 6, pp. 976-980 (2015)
hietp://dx dot 0e/10.7317/pk 2015 39.6.976

ISSN 0379-153X(Print)
ISSN 2234-8077(Onlime)
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Influence of Molecular Weight on Swelling and Elastic Modulus of
Hyaluronic Acid De

Deuk Yong Lee', Cheolbyung Cheon, ¢ Jin-Tae Kim"*
Ju-Woong Jang***
Department of Biomedical Engineeri) 431.715, Korea
*R&D Center, Vericom C e, Korea
Y RE&D Center, Neobiotech Co 02-789, Kovea

**4R&D Labovarory, Cellumed C l 153-782, Kovea
%4 Boautiful Revolution Co,, Ltd,, Seoul 135- 313, Korea

(Received July 16, 2015: Revised July 23, 2015; Accepted August 3, 2015)
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Study

Research of cross-linking #2

ISSN 0379-153X(Print)
ISSN 2234-8077(Online)

Polymer(Korea), Vol. 40, No. 4, pp. 600-606 (2016)
http://dx.doi.org/10.7317/pk.2016.40.4.600

7tuE SLFEM FEZ MZE L7 o HEHY 5d
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Viscoelasticity of Hyaluronic Acid Dermal Fillers Prepared by
Crosslinked HA M

Yong Lee', Jin-Tae ®im, Mi-Kyung Kwon*,

Cheolbyong Chun, Yena Kim, Siwon Son, D),

2 C. Chn eral.

preparation, free HAS (20 mginl) dissclved in a phosphate
buffered sline solution (PBS, NaH.PO,) and swollen cross-
linked micraspheres were homogenized for 14 min and fhen
incubated for 24 1% The ratio of the croslinked HA to the
free HA s varied from 65:35 © 95:5. The elasic and visoous
resporse of hydrogel depend an e concentration and molec-
uar weight of the HA and on e frequency used during the
measwemens. Rheologiesl behaviar of HAHS were snalyzed
with 3 Thermo Hashe RS1 Rheometer (Newingion, USA),
1sing aplate and plate goometry with a 1.2mm gap.* All mea-
swrements were performed using 3 20 mm ttmium sensor &
25°C. Oseillation messurements were taken a1 § Patau over 3
frequency range of 0.01 10 100 Hz. The measured propertes of
ydrogels was evalusted by measuring the elatic modulus (G)
and viscois modulis (G The measured moduls a1 fre-
quency of § Hz for HAHs was compared "In additin, PTF is
achieved by observing or wuching HAHs using an cptical
microscope (Pro. Camscope, Semetech, Kores) or fingers
respectively.

Swelling Property. The swelling characteristios were mea-
sured by immersing weighed samples of dry microspheres for
24 b in PBS. The gels were screened through 3 3.0 pam mem-
trane filier (Advartec, Japun). The excess suface water in the

swollen gel was removed by blotting and then the swollen gel
vas weighed. Afier measiring fie weight of the gols, the
swelling ratio (5) was determined by using oq (1),
Wy

06 - =57

100 0]

Where, ¥, and Wyare the weight of the swollen gel and the
&y g, respectively.

Gas Chromatography (GC). DVS reacs with the primary
skohal groups in he HA backbone. The crosdinked micro-
spheres were ckaned in water and ethanal 10 eliminale an
wreacted residual crosslinker. The presence of DVS after
cleaning may case adverse, allrgic resctions and powntisl
‘noxiousness of the dermal fillers because they are used within
the demmis for several months. The presence of the unresciod
residusl erosslinker in HAHS is evaluaid by using gas chro-
matography (VL6100 GC, Younglin Co, Lul, Yongin,
Kores).?%

Results and Discussion

HA microspheres were fabricated by using 3 modified spray
method. ™ The experimentsl procedure was described else-

Young-Zu Kim**find Seok-Soon Kim**% s maom,
dle allowing for
Department of Biomedical Engineerin, ang 13916, Korea "‘rm":”ﬁ‘;f;:f
*R&D Center, Neobiotech 1, Kovea findetomaion
**R&D Center, Vericom Co., Lid 14087, Korea [
“**Beauiifill Revolution Co., Lid, Seoul 06151, Korea -
|
(Received February 2, 2016; Revised February 26, 2016; Accepted March 7, 2016) hcial Retylane
“r:;;;m images of ((3)4)) HA microspheres crosslinked for 24 b Note fuat (5)-(d) images exhiit porous nawerk inside e HA ”:)P;;"h‘,:’:
“A. Our previews.
Z5F: tEd AT 7hAl = 7l S| SFEMHA) 23 H7kE HAS] F3]u)7E 65/35-95/5% ThE TlE S50, A0 A, 1 i i e
HA He]§ A=8lo] 7hid HA o] Fele] whdAlseh dabdel od 538 =Abejsih. 7€ ] 2-440.5 um oot

Y7138 7F HA 9] HE Y% 60~100£4 pmo] 2tk HA 2] 7ha® 4 97 H7]% 300£30 ume]3]

‘mer chain inferactions and therely lowering the viseosity. Vis-
s moduls. (7 is abo called less madubis becase i

discribes the energy that is ost a5 viscous dissipation. The G
value i a measure of fhe flow (rheologieal) preperties for the
flles. Abhoush G of 72 Pa was cbserved for the fillers com-
pusing of 65:35, as depieted in Figure 4, the rest of fillrs

ok b E HA vlal=52] 5308|171 65004 95%= 7ol whel ele] g A= 2110004 700 Pa® F7HSRL
o} 29-30 Alo)A] FAES B39 £ 9l 175-420 Pa BHIAISFE 7 Hele] sfug o] Rugeke

65~85%e1 2k, A9 AT, BE s 7luF HA 552 RoE7h S7hes A A B S7hR QlEe] 9 Ol ittt
b F7tellch. 2 A9 A injectabilitys} @Abe] 5 58 AelE AFH o= Axsiqich [ Rapice (1958 =i eien (235 wih v g

N appreciable flowabiliy is detecisd. In addition, PTF is suc-

Elastic modulus (Pa)

Elastic modulus (Pa)

Viscous modulus (Pa)
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Certificates

C€ b

1SO 13485

. CERTIFICATE " Temeate) | Wowe om0

No. 820216 ‘lﬂ
& - T 50 carty thst the Qualey Management System of Medical Devkcs af O|FIIJ| HIE X SAM2] JIZE HSAQIFM
ECCERTIFICATE (Certificate of GMP) R o
BR Pharm Co., Ltd. « uB/ 8ONR (Company nams of Appscant / License No) [l §
- 13, Sivpreong- o, Mgchmyeon
Full Quality Assurance System W, e fm—

Medical Devices Directive $3/42/EEC Annex Il

® O (Reoresentative)

M2017,104.9100-1 Certificate torcl Defined inTris Certicate, A8 ( Preong Soon. Se0)
Company Name: <8R Pharm Co., Lid ® 28 A5 (Company addross of Applicant)
e L P00 T YRS BEA NN NGSAIR 200, S07BOIAARIDIBEXS ME)
Company Address 1-807, 185, Jraevko, Jjeong-myeen, Worjusi, Gangwon-do, KOREA - e OO e o it Kol

® WEAW (Name of Manufacturer)
Fwe
BAPHARM CO.. LTD

has boon assessed and found to be i compliance with the stancerd

EN ISO 13485:2016

Related Difectives and Annex  : MDD §3/42/EEC medical Devices Directive - Annex |
(Excluging Section 4]

= WE2 21X (Adoress of Menufacturer)

agpliatie to YHS I NFY NVEAIR 200, S07R0IR, AR BYTBME)

Product - Crosslinked Hyalsronic Acid Gel filer  Class B 1807, 200, Gieoodosi-1o, Jjeong-myeon, Wonju-sl. Gangwon-do, 26354, Reo. of KOREA

of Acid Gel,

PDRN (Polydeoxyribonucleotide) Gel.

= BEE (Cawgon)
SREN $= 01w ONE

GMDN 159131

AR HE N BEA2E0 AURE AHWLID,

(We hereby cortity that the above manufacturer complies with Korea

Good Manufacturing Practices of Medical Devices for the product(s) listed above)

Ceriffcate Number £M2017.1069100

Report Numoer MD 3242618 WE(Oate of lssus) ¢ 20180204
hitial Assessment Date <12102017 o o e e

Regisiration Dafe 20122017

Revision Dave: /N -

oorowa e { HAXBAE A EOY
D84 ety ckees il L @ SEOUL REGIONAL OFFICE OF FOOD ANG

iy e
i =4y e

eyt e I Tcl’i"l!ﬂ’lﬁﬂ‘ls&?ﬂ
S e R e Korea Testing Certification
S R e e e

S e e L B S

4
Phans <0 G312 443 03 80 Faxi +#0 8312 441 03 75

vy l1-c.net

v' CE : Cross-Linked Hyaluronic acid Gel filler (Class Ill) v ISO 13485 v GMP
Expiry Date : 19.DEC.2022
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Test reports

Pre-clinical test reports

l 8 X - .
TEST REPORT -{Registered Copy) TEST REPO RulReglsteret.i Copy) TEST REPOR {Reglstered Copy)

18, Gyoyusuce-ro, Gracreon i Geongi-oo, 1337, ARy of KCREA  TEL ©-2-2°60-0011  FAK&2-2-2634-1008
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Facilities

Automated manufacturing facilities

Compliant with GMP & ISO13485 production process

v" Clean room condition
- controlled by 1ISO14644-1

v" 15,000 ~ 20,000 syr/day production capacity
v GMP & 1SO13485
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BR PHARM CO., LTD. www.brpharm.com
E-mail : brpharm3@brpharm.com

Head Office & Factory

13, Sinpyeong-ro, Sinpyeong-ri, jijeong-myeon,
Wonju-si, Gangwon-do, Republic of Korea

Tel : +82-33-901-4500 , Fax : +82-33-901-4600

Research Institute & Overseas Business Div.

802, 803, C, Hyundai Knowledge Industry Center,7,
Beobwon-ro 11-gil, Songpa-gu, Seoul, Republic of Korea
Tel : +82-2-2148-6770 , Fax : +82-2-2148-6777
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