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Belissima
CE

1434

STERILE ABSORBABLE
POLY-L-LACTIC ACID
(PLLA) DERMAL FILLER
for Subcutaneous or

Deep Dermal Injection

365mg

Belissima’

Elegant & Natural

As a safe and effective collagen stimulator, Belissima is
an injectable and biocompatible medical device.
Belissima helps to restore natural volume for aging skin
lost collagen

Poly L-Lactic Acid, the main ingredient is used for

medical material over 20 years and confirmed safety by
US FDA

Injected Belissima to subcutaneous layer starts to
stimulate the body's collagen production. This increas-
es the skin's elasticity and volume naturally and makes
young looking. Depend on the condition of patient, 2 to
3 times of treatments are recommended to extend lon-
gevity of volume staying.

Belissima is a collagen stimulator made of PLLA which
is confirmed by FDA as a medical material.

Injected Belissima stimulates and generates collagen
under the skin and restores volume for facial area. It
naturally helps to reduce fine line wrinkles and present
youth lookin.

Belissima' Product Information

Volume: 365mg x 1 vial(5ml)
Indication:
For treatment of severe facial wrinkles and folds,

replacement of volume defects, facial lipoatrophy
and improvement facial contour deformities
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Natural volume with longevity

Belissima’

Collagen srimulator

Injected poly L-Lactic Acid(Belissima) restores volume through stimulating collagen in the skin layer.
Ganerated volume with own collagen lasts more than 2 years,

convenient

Long lasting volume

Safe

Confirmed by Korean MDFS and achieved CE mark.

The main ingredient PLLA is biodegradable.

Steady treatment
over 20 years

The treatment for improving wrinkle with
PLLA i5 being done over 20 years.

-
Economic
Solution
= Belissima + WFI(Water For Injection) + Lidocane

Short treatment time
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For Patients

Natural result

The result will be shown gradually.

Long lasting volume

Quick recovery time

With less downtime, easy to return to normal life

Volume Improvement
& Restoration

Improvement of wrinkle through
lost collagen renaturation.

Economic

Less cost than other surgical treatments

Short treatment time
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PLLA(Poly L-Lactic Acid),

the main ingredient of Belissima is biocompatible and biodegradable synthetic polymer that has been
used for sutures and other medical devices.

Injected PLLA stimulates collagen generation, the volume gradually restored improves wrinkles.

STEP 1 STER2 STEP:3
Inject diluted Belissima into the Firstly wrinkle improvement can be Within some das, after absorbing
subcutaneous |ayer of the skin shown with WFI(Water for injection) water, only Belissima particles left.

and diluted Belissima

STEP 4 STEP 5 STEP 6
New cells are gathered around Increased fibroblasts stimulate Generated collagen lasts for 2
PLLA and increasing fibroblasts. collagen generation and improve years and Belissima particles are

skin folds. biodegraded.
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Dilute with 8cc of normal saline (N/S), then gently shake for 1 - 2 minutes.
Before use, shake lightly again for another 1 - 2 minutes.

Transfer the solution into a1 - 3ml Luer-lock syringe.

For optimal results, leave it at room temperature for 3 to 72 hours.

One vial (8cc) used on one side for full-face protocol

e Atopical anesthetic is applied to the designated areas of the face.

o A23-gauge needle serves as an introducer to create the entry point.

e A non-traumatic blunt cannula (23-25G, 50-70mm) is used for the procedure.

¢ |f necessary, an infraorbital and zygomatic facial nerve block may be
performed with 1% lidocaine and 1:100,000 epinephrine.

¢ |t recommends injecting an average of 2-3 vials into the face.

e The injection sites and dosage are determined by the face size, volume loss
areas, and severity.

e Additional treatments for the forehead, cheeks, and jawline can be included if
needed.

e The procedure is recommended three times, with intervals of 4 to 6 weeks.
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Therefore, compared with PDLA MS and PDLLA MS

PLLA MS s a skin flling material with lower side redction

bet f nt %) iting effect

Fur AS in coll ther substances
\at are beneficial 1o s pai ; rat hich

can be released slowdy through PLLA degradation to achieve better

smetic effect In breif, PLLA MS is a valuable and

superior dermal filler.
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control control PDLA MS PLLA MS PDLLA MS

collagen fiber, mucus and cartilage: Blue Type | collagen: Red or Yellow
Type lll collagen: Green

Histological analysis of collagen regeneration. (A) Masson staining and (B) Picrosirius red
staining of the skin at the injection site of three kinds PLA microsphere on Day 30.
Type | collagen fibers are red or yellow, type Ill collagen fibers are green.
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Day3 Day 7 Day 30

Semi-quantitative analyses of type | and type Il collagen fibers.
Data are presented as mean £ standard deviation
(n=3*P <0.05, **P < 0.01, *™P < 0.001, ns: not significant)
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CERTIFICATE

EC Certificate No. 1434-MDD-106/2021
EC Design-examination
Directive 93/42/EEC concerning medical devices

Polish Centre for Testing and Certification certifies
that the documentation submitted by:

Annex

evidenced by the sudit conducted by the PCAC

Validity of the Certficate: from 22.03.2021 to 27.05.2024

‘The date of issue of the Certficate: 22.03.2021

C € 1434

Eekrorane
Iesved under the Contract Ho. D-73/2020 Anna pocdetuan press v
st i Malgorzata e vyreoa
rieate bears the cuaied sigrature.
Warsaw, 22.03.2021 Wyroba 121305 10100

POLISH CENTRE FOR TESTING AND CERTIFICATION cz-6e4 Warsaw, 465 Piswska Srest, el 148 22 6 45 200, smad-axbesSpcte. gavsl.
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CERTIFICATE

EC Certificate No. 1434-MDD-107/2021
Full Quality Assurance System
Directive 93/42/EEC concerning medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

i iecth ed) implemented inta
polish law, s exidenced by the sudit conducted by the PCEC

Walidity of the Certificate: from 22.03.2021 to 27.05.2024

‘The date of issue of the Certificate: 22.03.2021

C € 1434
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POLISH CENTRE FOR TESTING AND CERTIFICATION 02.aex warsaw, 63 putswsa Strees, 1 443 22

matgescmpehe goupl

elHg=(No) : KIL-ABBA20210

OIR7|7| M= U SRS 7|E
(Certificate of GMP)

L
]
re
0X
s

= R 234 (Company address of Applicant)

W AE4 20 (Address of Manufacturer)

W &&2 (Categony)
UH2Y £ 7l 2B (substitute of Human Tissue of Body Function)
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM

This is to certify that
the quality management system of

Certificate No : RMDMO040

Has been found to conform to the Quality Management System Standards:

KS P ISO 13485:2016/1S0 13485:2016

This Certificate is valid for the following product or service ranges:

Design, development and ifacture of sterile absorbabi
Poly-L-Lactic Acid(PLLA) dermal filler

Issue Date : Apr. 12. 2024

Certification Date : Apr. 12, 2024 Valid Date : Apr, 11.2027

150 13485
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