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It is the responsibility of the supplying
wholesale distributor to protect medicinal
products against breakage, adulteration,
theft, and to ensure that temperature
conditions are maintained within
acceptable limits during transport.
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Regardless of the mode of transport, it
should be possible to demonstrate that
the medicines have not been exposed to
conditions that may compromise their
quality and integrity. A risk-based
approach should be utilised when
planning transportation.
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Templale.Ultra

Validated, Sleek, USB Temperature Datalogger

with Advanced Functionality

Introducing the TempTales Ultra datalogger—a sleekly designed, USB temperature monitor that supports up to six temperature
alarms, and is fully validated for the mission-critical Life Sciences market. This new monitor from Sensitech Inc. is easy-to-
implement and will impress receivers with its intuitive LCD, fast download speeds, and automatic PDF generation without the
need for additional software.

The TempTale Ultra datalogger is a thinner and more intuitive monitor than previous models, and is the next-generation of the
world-class TempTale product line. It supports up to six programmable time and temperature alarms, including Mean Kinetic
Temperature (MKT) and duration. The monitor's low thermal mass supports its compliance with USP <1118> response time
standards. Moreover, the device does not require labeling per IATA’'s 2017 Dangerous Goods Regulations’ 58th Edition.

Receiver quality departments can be confident knowing that the TempTale Ultra datalogger automatically generates a secure
PDF or a PDF/A, as well as an encrypted TTV data file when plugged into a USB port. The files can then be easily uploaded and
archived in ColdStreame CCM 1.8A, built to comply with FDA 21 CFR Part 11 and EC Annex 11.
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ISTA Summer User Guide Data Source - ISTA Certified Lab
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Figure 1: Probe Placement Diagram
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. Test | #of |Temperature | Insulator vip TIC Conditioning
Shipper i . - Payload
Run # [Shippers Profile Type |Encapsulation| Frozen | Refrigerated
ISTA7D " . o o
Series 4— 472 1 3 Summer 1" VIP Polycarbonate | -18.0°C | 2°Cto4°C None
ProMed 2 3 ISTA 7D 17VIP | Polycarbonate | -18.0°C| 2°Cto4°C | None
Winter

Table 2: Testing and Preparation Conditions for Series 4 — 472 ProMed

ISTA 7D Summer Temperature Profile

Step Number | Temp (°C) [ Temp (°F) Duration (Hours) Total Time (Hours)
1 22.0 71.6 4 4
2 35.0 95.0 2 6
3 30.0 86.0 12 18
4 35.0 95.0 6 24

Table 3: ISTA 7D Summer 24 Hour cycled temperature profile
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ISTA Summer and Winter Thermal Performa

Series 4 — 472 ProMed

nce

Test Temperatures at 24 Hour Time Intervals | Performance | Performance
Shipper Payload | Unit#
PPEr | profite | POV! 24Hrs. | a8Hrs 72Hrs. | (2°Cto8'c) | (1°Cto10°C)
1 5.5°C 5.7°C 7.5°C 74,08 Hours 81.08 Hours
STA 7
~ ISTA 7D None 2 5.5°C 5.8°C 8.0°C 72.17 Hours 79.75 Hours
G Summer
| g 3 5.5°C 5.8°C 7.7°C 73.50 Hours 79.67 Hours
-
o
é & 1 4,7°C 4,7°C 4.7°C 110.58 Hours | 110,58 Hours
@Y
@ ISTA K None 2 4.5°C 4.4°C 4.4°C 110.58 Hours | 110.58 Hours
Winter
3 4.4°C 4,5°C 4.5°C 110.58 Hours | 110.58 Hours

Table 5: Thermal Performance for Series 4 - 472 ProMed

12

Temperature (Deg. €}

Series 4 - 472 ProMed, Unit 1, ISTA Winter Thermal Performance

(Cantrol Se: ISTA 70 Winter Pro

file, Mo Payload. -16°C 1o 2°C TIC Conditioning, Mo TIC Staging)

Source: MTS Lab 05 March 2014
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