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In Vitro Diagnostic Medical Devices

Examples:

Hepatitis B blood-donor screening
HIV blood diagnostic test

ABO blood grouping
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Blood glucose self-testing
PSA screening

HLA typing
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Pregnancy self-testing
Urine test strips
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Examples:
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Prepared selective culture media

*Class | medical devices will require involvement of a Notified Body if they are sterile, have a measuring function or are re-usable surgical instruments

| IVD |

Figure I: Payne, Sara; Hall, Alison, What is the IVDR?, 2018 (Adapted from the MHRA (Medicines & Healthcare products Regulatory Agency)
https://www.phgfoundation.org/briefing/what-is-the-ivdr
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Datum | min °C max °C podpis

1.3.2026| 22,5 23,5 XXX
2.3.2026| 22,0 23,0 XXX
3.3.2026 | 22,0 22,5 XXX
4.3.2026 | 21,5 23,0 XXX
5.3.2026| 21,5 23,5 XXX
6.3.2026 | 22,0 23,2 XXX
7.3.2026 | 22,2 23,2 XXX
8.3.2026 | 21,8 22,5 XXX
9.3.2026| 21,9 22,8 XXX
10.3.2026 21,0 22,0 XXX
11.3.2026 21,0 22,0 XXX
12.3.2026 21,0 22,0 XXX
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TZONE DATA REPORT

1D: TZ0322080853

Device Information

File Information
File Created Date: 05/03/23 10:24:11
Note: All Times shown are based on UTC+0:00 and 24-Hour clock [MM/DD/YY HHMM:SS]

O O 5

Device Type: TZ-TempU03 Firmware Version: 403

: 20322080853

Start Delay: 0 min Log Interval: 30 min L]
Deseription: Temperature and Humidity Recorder

Logging Summary

First Point 04120123 00:52:31 Max.  26.3'C(Temp)4B.g%RH Humidity)
Stop Time: 0503/23 10:2231 Min.  19.8°C{Temp)31 4%RH(Humidity)
Number of Points; 08 Average: 21.8°C{Temp)/35.8%RH{Humidity)
Trip Length: 134 00h 30m D0s MKT: 218°C

Stop Mode: USB Stop Start Mode: Button Start

Marked Events

1.0502/23 15:22:31 26.3°C 48.9%RH

53

Alarm Condition Alarm Delay First Point Time Time of Victtions Mo_of Violstions Status - -
Ower 35.0'C 004 00h 10m 00s 00/00/00 00-00-00 00d 00h DOm 00s o OK
Below -10.0°C 004 00h 10m 00s 00/00V00 00:00:00 004 00h 00m 00s [ oK —
Cver 85.0%RH 004 00h 10m 00s. 00/00100 00:00:00 00d 00h 00m D0s. 0 ok ]
Below 10.0%RH 004 00h 10m 00s. 00/00100 00:00:00 00d 00h 00m D0s. 0 ok
el o g 50 [%RH]
sae = -

213 a3

s s

s M 23

A4 A4 v - - /7
2 sz
\_/ [y
e 18
I A4 v
s
A4 Ve
= o521 o 24 O a t r e n I n
Dezozo2: 04222023 D4zanoa o4252023 04272023

Date/Time e TEmD mmma Humty T Mamed

www tzonedigital com
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202508-01 14:13:40
202508-01 14:18:40
202508-01 14:23:40
202508-01 14:28:40
202508-01 14:33:40
202508-01 14:38:40
202508-01 14:43:40
202508-01 14:48:40
202508-01 14:53:40
202508-01 14:58:40
202508-01 15:03:40
202508-01 15:08:40
202508-01 15:13:40
202508-01 15:18:40
202508-01 15:23:40
202508-01 15:28:40
202508-01 15:33:40
202508-01 15:38:40
202508-01 15:43:40

22,5
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Bezpecnostni napravné opatrfreni v ter
839 odst.zadakphamc¢. gp75/ 2022 Sb.

)
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)

https://sukl.gov.cz/prumysl/zdravotnickprostredky/vigilance/hlaseni
bezpecnostninenapravneheopatrentv-terenu-zdravotnicke
prostredky/bezpecnostaupozornenipro-teren/
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