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PAOLO GOBBI FRATTINI TECHNICAL SHEET

flexible bags & biotechnology products

BAGS FOR CRYOPRESERVATION of STEM CELLS AND TISSUES - SAFE2

Council Directive 93/42/CEE e S.M.I.:

Medical devices, class lla.
Certificate CE n° QPZ— 1922 - 19 issued on December, 10 2019 to Paolo Gobbi Frattini S.r.l. from the Notified Body Istituto Superiore di Sanita, CEos7.

Number of registration to the “Repertorio nazionale dei Dispositivi medici”: 1596495 (Stemchoice) 1613943 (Tissuechoice) 1614268 (Adipochoice).

CND code: B0103

Material in direct contact with the patient:
EVA tubolar;

EVA tube;

PVC tube;

List of main components

Luer lock, male and female, in polycarbonate;
Capsules in polypropylene e polyethylene;

Y connector in PVC.

Packaging

Double peelable envelope or blister (medical grade paper and disinfectable plastic
film);

Multiple carton boxes for the transportation.

Informations
Sterilization through gamma ray irradiation. Total shelf life of the product: five years.
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PAOLO GOBBI FRATTINI TECHNICAL SHEET

flexible bags & biotechnology products

References to norms:

1. Biological and chemical tests: Official Italian Pharmacopoeia and Official European Pharmacopoeia (Current editions), ISO 11737-1, EN 1174-1.
2. Biocompatibility / Toxicity: UNI EN ISO 10993.

List of Codes

ARTICLE DESCRIPTION CODE
Stemchoice Bags SH- (XXX) B (YYYYYYY)
Tissuechoice TC-size Bags TC-(size)(XXXXXX)
Adipochoice Bags AC-(XXX)(YYYYYYY)
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