BD Diagnostics
Preanalytical Systems

Certifikovany system
na monitorovanie transportu
diagnostickych vzoriek




Preanalyticka faza

panalyticka
faza

~

o Cas medzi odberom krvi a analyzov
¢ Priprava pomécok na odber krvi & - vzorky.

¢ Priprava a identifikacia pacienta

¢ Vykonanie odberu krvi

Teplota
Teplotné podmienky, ktorym s vzorky
vystavené od odberu krvi az po analyzu
vzorky.

Modality
Kritéria pre balenie vzoriek a ich pozicia
pocas transportu.

? SeRErErle Kontrola a dokumentacia

Kontrola a dokumentacia kritérii

¢ Preanalyticka priprava vzoriek . , )
akceptacie alebo rejekcie vzorky.
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Transport diagnostickych vzoriek
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Transport biologickych vzoriek urcenych na laboratdérnu
diagnostiku (diagnostickych vzoriek), rozhodujucou
Bremennou SO zvysujucim cmkom na kvalitu a
ezpecnost preanalytickej fazy.

Nalezité riadenie tejto aktivity je sucastou mnohych

direktiv a referencnych standardov (ISO 15189, ADR
Edition 2005, etc.)

Tieto indikacie poukazuju na potrebu sledovat nasledujlce
nalezitosti:

1. Dobu transportu

2. Teplotu transportu

3. Modality transportu

4. Kontrolu a dokumentaciu kritérii




ISO 15189/2004 Medical laboratories

Particolar requirements for quality and competence

5.4 Pre-examination procedure 5.4.6 The laboratory shall monitor the
transportation of samples to the
5.4. Specific instructions for the proper laboratory such that they are
collection and handling of primary transported:
samples shall be documented and 1. within a time frame appropriate to the

nature of the requested examinations
and the laboratory discipline
concerned,

2. within a temperature interval specified
in the primary sample collection
manual and with the designated
preservatives to ensure the integrity

5.4.8 Criteria shall be developed and of samples, and
documented for acceptance or 3. in a manner that ensures safety for
rejection of primary samples. If the carrier, the general public and the
compromised primary samples are receiving laboratory, in compliance
accepted, the final report shall indicate with national, regional or local
the nature of the problem and, if regulatory requirements.
applicable, that caution is required
when interpreting the result.

implemented by laboratory
management (see 4.2.4) and made
available to those responsible for
primary sample collection.




Other pertinent directives

Circolare Min.San
# 16/1994

edit. 2003
edit. 2005

The packaging shall consist of three
components (primary, secondary and
outer packaging). It foresees the
presence of cushioning material and
proper labelling of the containers. The
complete package shall be capable of
successfuily passing the drop test in
6.3.2.5 ... The high of the drop shall
not be less than 1.2 m.

-



Balenie diagnostickych vzoriek

% Standardné balenie diagnostickych
vzoriek pozostava z nasledujucich Casti:

= Vnutorny obal: primarna nadoba
obsahujuca vzorku

= Vonkajsi obal: je to kontainer vyrobeny z
robustného materialu, nepresakujuceho,
lahko dezinfikovatelného a vhodne
uschovavajuceho primarne nadoby.

= Tercialne balenie: box alebo taska schopna
obsiahnut vonkajsi obal.
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Transportny system

BD Preanalytical Systems je viac ako 50 rokov lidrom v
oblasti standardizacie preanalytickej fazy. Firma vyvinula
integrovany a flexibilny systém, ktory je schopny
zabezpedit kvalitu a bezpecnost biologickych vzoriek pocas
transportu a monitorovanie suvisiacich kritickych
premennych. Systém zahrnuje:

= VVonkajSie obaly H-BIN® Biotransport certifikovane
gggga%UN 3373, ADR edition 2005, P 650, a UNI EN

= Stojany na spravne umiestnenie skumaviek ako aj inych
pilz‘ln;arnych nadob (mocové nadobky, flasky na HK,
etc

= Tercialne kontainery na zasielanie vzoriek.

= Digitalizovany systém BD T&T® na monitorovanie casu
a teploty pocas transportu.

= Zaskolenie pracovnikov.




Transportny systém je dizajnovany za Ucelom zachovat
kvalitu vzorky a zabezpecit ochranu zdravotnickeho
pracovnika pocas transportu

Startér (¢itacka)/

Stojany Kontainery System Manager/
datastick



BD T&T® ako to funguje?




BD T&T® ako to funguje?

Po prichode do laboratodria

Laboranti



BD T&T® ako to funguje?

Analyza dat & validacia
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BD T&T® produktova rada




H-BIN Biotransport

Description

369641 Secondary container BIO 01P 160x230x150 540 2
369642 Secondary container BIO 02S 210x150x290 790 H 1
369643 Secondary container BIO 03M* 230x170x395 1470 S 1
369644 Secondary container BIO 04L* 290x230x510 2610 1

% telo & kryt: polycarbonat

% farba: priehladna

< tesnenie: silikdn

< Uchyty: nehrdzavejuca ocel

< drzadla: polyammide (mod. BIO 01P e BIO 02S)

>

polypropilene (mod. BIO 03M e BIO 04L)

* UN Mark [369641

4H2/Y 1,084/S/--*/I/RINA/DDS BIO 01P

369642

4H2/Y 1,868/S/--*/1/RINA/DDS BIO 02S

369643

4H2/Y 2,463/S/--*/I/RINA/DDS 03M

369644

4H2/Y 3,9/S/--*/I/RINA/DDS 04L

w BD



H-BIN Biotransport - doplinky

|__Ref. | Description | Sizemm | Weight | ] Cpu ] Case |

369645 Tube tray polyurethane 160x100x70 45 sy 1 14
45 cavities @ 13 mm

369646 Tube tray polyurethane 160x100x100 55 .‘: 1 8
28 cavities @ 17 mm s

369647 Tube tray for emocoltures 180x78x330 65 1 5
polyurethane "
(12 cavities + 12 bottles)

369648 Tube tray for urine cap 220x65x435 65 1 5
polyurethane
18 cavities @ 60 mm

368563 Tube tray for urine cap 145x65x220 55 1 20
polyurethane
6 cavities @ 60 mm

369659 Tube tray in polyethylene 240x100x70 95 1 8
90 cavities & 13 mm

369710 Tube tray in polyethylene 165x100x70 65 1 10
60 cavities @ 13 mm

369701 Tube tray in polyethylene 240x100x70 95 1 8
60 cavities & 17 mm

369702 Tube tray in polyethylene 165x100x70 65 1 10
40 cavities @ 17 mm

369653 Container customization with ‘ 1 ‘ ‘
account name




Tercialne kontainery

| Ref. | Description _____|Sizemm | M
369656 Tertiary container BIO 701 310x345x540 2570 4
369657 Tertiary container BIO 858 290x350x540 2620 1 1
369658 Tertiary container BIO 911 260x260x440 1670 1 1
368562 Tertiary container 315x410x480 3560 1 1
BIO ISOTHERM

< Tercialne kontainery suU urcené na bezpecné zasielanie
diagnostickych vzoriek podla direktivy EEC 679, 26/11/1990
a podla instrukcii P650 ADR.




BD T&T® - productova rada

— Ref. | Description [Sizemm | Wweight | | cpu | case |

369712 Datalogger Tempstick® with 50x24x10 13 1 5
certified calibration

369713 ‘ Software BD T&T n.a. 1 | ‘

368560 User manual n.a. 1

369719 System Manager Interface 110x68x217 140 1

369720 Mission Starter Interface 110x68x217 140 1

368561 USB cable 1

369723 Datalogger TempStick® n.a 1
recalibration service

36XXX | T&T Full service n.a |




Dakujem za pozornost’

Time & Temperature Monitoring System

www.schubert24.cz info@schubert24.cz



