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PRODUCT SPECIFICATION
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Type

Ophthalmic Solution

Product Name

SIDA-BLUE & SIDA-BLUE

Ref. No.

84000 (Vial)
84001 (Pre-Filled Syringe)

Intended Use

For intraocular use as an adjunct in ophthalmic surgery (by
staining the anterior capsule of the lens).

Certification

CE2s03

Classification

Class llb, according to Annex IX of Council Directive 93/42/EEC

Sterilization Method

Steam

Conformity MEDDEV 2.4/1 Rev. 9 - June 2010 Rule 8
Applicable ISO 9001, ISO 13485, ISO 14971, I1SO 11607, ISO 10993,
Standards ISO 17665, 1ISO 14155, ISO 15223
[ o] 4] 4]
Depiction

THAES T ‘2;:
-—
——

Secondary Packing

Individual Pouch (Vial), Individual Blister (PFS)

Tertiary Packing

Paper box, including insert documentation and spare stickers for

traceability
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