SIDAPHARM

Ophthalmic & Medical Disposable Products

TECHNICAL DATA
for Sipa-VISC™ 1.0%

SODIUM HYALURONATE OPHTHALMIC SOLUTION

10000 (1 mL)

Ref. No.
10010 (1.5 mL)
Brand Name Sipa-VISC 1.0%
o Spa-VISC 1.0% is a clear, colorless, odorless, sterile, isotonic,
Description _ . . _
viscoelastic solution for intraocular use.
. Sioa-VISC 1.0% prefilled glass syringe of 1 mL or 1.5 mL volume,
How Supplied

packed in blister and sterilized by steam.

Intended Use

Siba-VISC 1.0% is indicated for use as a space occupying tissue
protective fluid and lubricant during various intraocular surgical
procedures including intra-/ extracapsular cataract extraction, IOL
implants and corneal transplantations. In surgical procedures in the
anterior segment of the eye, instillation of the Sipa-VISC serves to
maintain a deep anterior chamber during surgery, allowing for
efficient manipulation with fewer traumas to the corneal

endothelium and other surrounding tissues.

Feature

The viscoelastic solution has a molecular weight of 3.000.000 -
3.600.000 Dalton, viscosity 20.000 — 70.000 mPas (cohesive), a pH
of 6.8 — 7.6, and an osmolality of 270 - 400 mOsm/kg.

Certification

CE 2803

Classification Class llb, according to Annex IX of Council Directive 93/42/EEC
Conformity MEDDEYV 2.4/1 Rev. 9 - June 2010 Rule 8
Applicable ISO 9001, ISO 13485, ISO 14971, ISO 11607, ISO 10993, ISO
Standards 17665, 1SO 11737, ISO 14644, 1SO 15798, ISO 15223
Depiction — “\‘.\55‘7» -

Primary Packing

1 mL or 1.5 mL pre-filled syringe with one Viscoelastic Cannula
27G

Secondary Packing

Individual Box

Digitally signed by Pereteatco Alina
Date: 2022.10.03 07:05:51 EEST
Reason: MoldSign Signature
Location: Moldova

SIDAPHARM P.C.
Medical Disposables

21, Stageiriti & 24, Em. Fili str., GR-54352, Thessaloniki, Greece
T: +30 2310906660 F: +30 2310989846
info@sidapharm.gr


mailto:info@sidapharm.gr

		2022-10-03T07:05:51+0300
	Moldova
	MoldSign Signature




