
Pharmaceutical, Medical, Healthcare
Processes Validation & Monitoring



ISO 17665  

ISO 13060  

ISO 15883
 

UNI EN 285

FDA 21 CFR Part 11  

GAMP5  

Sterilization of health care products and routine control of a sterilization

process for medical devices

Small steam sterilizers - Manufacturers

Sterilization - Steam sterilizers - Large sterilizers

US FDA regulations

Guidelines for good automated manufacturing practice

Pharmaceutical Field

Tecnosoft wide range of temperature and pressure data loggers is suitable for 

many applications thanks to their design, stainless steel housing, IP68 protec-

tion degree

Application Fields
for Processes Monitoring and Instruments Validation

Healthcare / Medical Field

Compliance & Standards

Washer-disinfectors

Steam Sterilizers

Freeze Dryers for Lyophilization

Refrigerators, Freezers, Ultra Freezers

Laboratories

Autoclave Mapping and Validation

Hydrogen Peroxide Autoclave

Plasma units and sample monitoring

Steam Sterilizers

Autoclave Validation and Mapping

Freeze Dryers for Lyophilization

Incubators

Refrigerators, Freezers, Ultra Freezers

Laboratories



Range

Accuracy

Resolution

ing on model)

absolute

absolute

mbar

condensing) condensing)

P: ± 15 mbar

 P: 0,0001 mbar 

P: ±0,0003 mbar 

mbar)

P: ± 15 mbarupon request)upon request)

PressureDisk PressureDisk 05 RHTemp80 LPiraniS-MicroW XL 

Ultra Freeze

RHTemp 125

XL

H: 0,02%H: 0,02%

S-MicroW L PressureDisk PressureDisk 05 RHTemp LPiraniS-MicroW XL RHTemp XL

71 mm46 mm73 mm64 mm39 mm

18 mm18 mm35 mm 30 mm35 mm20 mm20 mm

Rigid

Flexible

Bendable

Rigid

Flexible

Bendable

Rigid radial - - - -Probe

Battery Life

Ø

S-MicroW L

Temperature, Pressure, Humidity: the data loggers

Bendable Probe

Flexible Probe

Rigid Probe



The kit includes

Reader Stations

Validation Kit

combination of temperature and pressure 

data loggers, all supplied in an elegant 

DiskInterface HS

USB Reading Base for connecting, 

downloading data, programming all 

models of data loggers.

Universal multibay

USB Multiple Reading Base allows to 

connect, download, program up to 5 

data loggers simultaneously.

- Spare batteries for all devices



Electronic Signature for report 
printing

TS Manager
FDA 21 CFR Part 11

The TS Manager is an advanced val-

ing to 21 CFR Part 11 and GAMP 

guidelines

collect, display and analyse valida-

tion data from all Teconosoft high 

temperature, pressure and humid-

ity devices and has all features and 

all reports needed for validators 

of autoclaves, incubators in the 

ments to validate, create validation 

load them and check all data col-

• Data in the devices not editable

• 

• 

• 

• Multi-user access

• 

• Electronic Signature for report printing

• 

dators activity

• Audit Trail: recording, not editable, of all carried out 

operations

• Data analysis through pre-set or customizable param-

eters

• Possibility of pre and post mission comments

• 

• Possibility to generate Analysis Groups from single Sec-

divide each test to analyse it separately

• Multi graph analysis

• 

tics for each section

• Possibility to generate Analysis Groups from single 

and divide each test to analyse it separately

• 

acquisition: maximum, minimum, average, maximum-

minimum, maximum-average, average-minimum

• Theoretical temperature calculation based on pres-

sure in saturated steam environment

• 

Vacuum Leak Test)

• 

layout of the printed sections

• 

format

• 

Leak, Maintenance Time, Limits exceeding)Languages: 

Italian, English, German



Process Analysis

Printed Report

HTML report

The Graph has zoom feature, vertical and horizontal markers to set points for analysis both on temperature and pressure 

-

Data

TS Manager lets you print complete reports of your processes

-


