TECHNICAL DATA SHEET - SOFIDERM

® Finelines

Superficial dermis - cross-linked hyaluronic acid filler - class Il - CE 2460

Device
Designation Sofiderm Finelines
Manufacturer Hangzhou Techderm Biological Products Co., Ltd.
Classification Class Ill, MDD 93/42/EEC, certificates in force under

MDR art. 120 until 31-12-2027 (DNV letter C682153)
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Notified body 2460 (DNV) Fie Lnes
Exclusive distributor, Orvida - Orquideas Etéreas, Unipessoal LDA - NIPC
Portugal 518912329

Composition and characteristics

Hyaluronic acid 20 + 3 mg/ml, cross-linked (MCLPE: Multiphase
Cross Linking & Purification Enhancement), in
phosphate buffer, pH 6.8—7.6

Particle 0.1-0.15 mm

Gel Fluid gel, MCLPE cross-linking

Needle 27G, 2 included

Formats Tml-2ml PROFESSIONAL PRICE - EXCLUDING
Duration 6-18 months VAT

€19/1ml-€29/2 ml
Volume tiers in your account, after

Intended purpose (CE certificate)

verification. No minimum quantity.

Indication Treatment of lip cleft.
Storage and use DOCUMENTATION ON REQUEST
Storage 2 to 30 °C, protected from light. Do not freeze. ©E certn.clcate, RIS cor\flrmatlon SR,
declaration of conformity, manufacturer
Shelf life Printed on the packaging; do not use after IFU
Sterility Steam sterilised; single use; do not re-sterilise;
manufacturer needles only
. . . . c E ISO
Use Licensed healthcare professionals trained in 13485
injectables only. The instructions for use limit the 2400

patient to 20 ml per 70 kg of body mass per year.
Do not inject into the glabella.

Contraindications Hypersensitivity to HA; active skin disease,
inflammation or infection; autoimmune disease;
bleeding disorders or anticoagulants; permanent
implants at the site; not tested in pregnancy,
breastfeeding or under 18. Full list in the IFU.
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