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indicating CE,
manufacturer, lot and
expiry

Code Description
17056 POLYSTYRENE test tubes (PS)
cylindrical base, J16x150 mm, screw
cap, ,Volume 19 ml.
Dimensions and specifications:
Test tube Cap
Translucid Standard colour red
Diameter: (15,32 mm 20,74 mm
height: 150,42 mm 16,92 mm
Volume:
thickness: |19 ml 1,58 mm
0,80 mm
Graduation.
absent
VALIDITA’
SHELF LIFE: 5 (five) years from the date of production
Sterilization
NON STERILE
Packing:
Single wrapped Inner packing External packing
----- 5 BAGS OF 125 PCS-label | Box of 500 pcs. - Label with

CE, REF, manufacturer name
and address- ref- product
description- quantity- sterility-
lot- expiry- use and storage
symbols.

Dest

ination of use:

AMD MICROBIOLOGICAL TESTS.

POURING AND DOSAGE OF BIOLOGICAL LIQUIDS FOR CHEMICAL-CLINICAL

This product must be used by skilled personnel only, in labs for bio-medical analysis
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Material used for the tubes: Material used for the
caps.
POLYSTYRENE POLYETHYLENE
(no toxic material — transparent, resistant to no toxic material —
centrifugation till about 1500G, (consult translucent. Particularly
nomograph to find out speed) not flexible, low resistant to shock and
resistance to impacts and solvents, in medical centrifugation.
field is commonly used for test tubes and
containers).

Storage and preservation

The storage and the preservation of the product for long time has be done in
a temperature between + 5 a + 25° C, in dry place.

Quality system applied during manufacturing and reference
standards:

ISO: UNI EN ISO 9001:2008, certificate ICIM n. 4264/1 issued by ICIM S.p.a. of 18t -01-
2007, current date 18/01/2010.

UNI EN 13485 : 2004 certificate ICIM n. 4265/1 issued by ICIM S.p.a. of 18th — 01 -
2007, current date 18/01/2010.

CE: quality guaranteed system through the issuing of Declaration of Conformity CE after
preparation of technical files as per Directive CE 98/79/CE (D.L. 08/09/2000 N.332)
available to the competent authorities.

UNI EN 928 Diagnostic systems in vitro — Enforcement guide of the directions EN 29001,
EN 46001 and EN 29002 E EN 46002.

EN 375 In Vitro Diagnostic Devices — Labels and information relative to reagents required
on the product for In Vitro Diagnostic Devices destined to professional use.

UNI EN 980 Symbols used for labelling medical devices.

UNI EN 14971 — Application of risk and medical devices administration.

Raw material certifications:

All raw materials used are non-toxic, for alimentary and medical use
certified, according to the current European and FDA (USA) directives.
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Disposal modalities:

Before use, they are non-dangerous wastes: CER 18 01 07 “chemicals
substances different from those in voice 18 01 08".
After use they are sanitary wastes potentially infectious: CER 18 01 03 waste
which should be picked and disposed, applying particular cares to avoid
infections.
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