
Product Design and engineering developed  

with scientific support of Politecnico di Milano, Design Department. 

Compliant to World Health Organisation guideline  requirements and World Federation for 

Hospital Sterilisation Sciences (WFHSS) new guideline  

EU GMP Annex 1: Manufacture of Sterile Medicinal Products 

Validatable sealing process according to EN ISO 11607-2 and international guidance ISO/TS 
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Pura 
ISO 11607.2 Validatable rotary medical sealer 

Space saving and ergonomic design 

Operated by Touch screen 

The cutting edge of high-tech design  

The high-performance solution that harmonizes functional efficiency with design              

excellence, with no compromise.  

Sleek and stylish design to allow you to pack medical devices with confidence, speed and      

utmost easiness.  
 

ISO 11607.2 validatable Medical rotary heat sealer. 

Management through 4.3” wide color touch screen. 

Rotary sealing mm 15 height. 

Sealing speed 10 m/min. 

Maximum sealing temperature 200°C, tolerance +/- 1%. 

AISI 304 stainless steel. 

10mt/min speed and pre-setting of the sealing parameters for the most used materials for   

sterile reprocessing (BOP, Tyvek, Ultra) make PURA the best choice in terms of versatility and 

cost efficiency.  
 

Seal your commitment to quality and reliability with style. 
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Advantages and Benefits 

 

Packaging Process Validation 

Next-generation hardware and software for accurate temperature control. Compliant with ISO 

11607.2 standards and International Guidelines EN-ISO TS 16775. 

Customized seal 

Choose between flat seal, suitable especially for Tyvek® pouches and multiline seal, suitable for      

laminate and paper pouches 

Safety 

mm 15 Gandus multi-line sealing to guarantee ideal sealing and easy, safe peeling. 

Maximum ergonomics 

Built-in entry guide and double access, top and front, for quick and easy maintenance. 

front door for easiest print cartridge replacement  

Efficiency and effectiveness in communication 

USB and RS 232 interfaces for effective and efficient communication with external systems. 

Complete and automatic traceability 

Complete traceability of all process data with automatic recording to standard USB media. 

Operator Interface 

The large 4,3” colour touch screen (operable even with gloves) and the specifically developed        

software represent the perfect interface to guarantee the operator a simple and safe working method. 

SecurScan Data Upload Software 

Operating via scanner, SecurScan Data Upload Software allows the download of all data on the  

sealing machine. 

SmartPrint 

Latest generation needle printer for printing text and barcodes on packaging. 

Simple and efficient front cartridge change. 

Automatic print font sizing in relation to the pouch dimensions, with alarm in case of too small 

pouch. 

Space optimization 

Pura requires just 0,15 square meters space to be used to its full potential. 

Sanitization at the highest levels 

Stainless steel, anodized aluminum and ergonomic design with essential lines for maximum cleaning 

and disinfection. 

Energy saving 

Designed and built for process optimization in full compliance with energy saving efficiencies. 

 

Pura 
 

ISO 11607,2 Validatable medical rotary sealer 

space saving, operated by Touch screen  

The cutting edge of high-tech design  



New firmware for: 

• copy operator, batch and catalog libraries stored on a USB stick 

• perform a quick search for a catalog string by typing the initial letters of the string. 

the new firmware can be implemented on all machines produced so far via USB stick. 

 

Materials 

Pura is ideal for sealing of all heat-sealable sterile barrier systems, Tyvek®, as well as all new         

generation packaging materials. 
 

Versions 

Stainless steel and anodized aluminum version 

Stainless steel version 

No Print version (Pura NP) 
 

Accessories on request 

Work plan 

Roller tray 

Roll holder 

Label printer 

Barcode scanner 

Ethernet module 
 

Compliances 

UNI EN ISO 11607-2 

UNI EN 868-5 

EN ISO TS 16775 

DIN-58953 7 

Directives 2006/42/EC-2014/30/UE-2014/35/UE 

UNI/TR 11408 

Sterilization Guidelines-MEMO 5 

EU GMP Annex 1: Manufecture of Sterile Medicinal Products 

Produced in a UNI EN ISO 9001:2015 Quality System certified Company  
 

Testing and Validation Services 

Gandus Saldatrici offers a range of Testing and Validation Services to ensure safe and reliable daily 

monitoring of medical sealing machines for sterilization pouches in accordance with ISO 11607.1.2 

and ASTM F1929 Standards.   
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Database 

Texts saving 

Pouch / Sealer ID saving 

Operators / Expiry date / Batch code saving 

Presettable programs 

Functions 

Microprocessor / Multilanguage menu 

Starting / Printing photocell 

Speed and temperature setting 

Operators / Batchs / Catalogues / Expiry dates setting 

Stand by / Energy saving 

On board battery 

Settings / Maintenance password 

Absolute / Settable / Maintenance counter 

Clock and calendar function / Beeper on/off 

Programmed maintenance 

Built-in printer functions 

1 Print line 

On/off print, EN / CE symbols 

Automatic print adjustment to pouch width / print position adj 

Standard or 180° rotation print image 

Settable printing formats, character dimensions, sequence 

Production and expiry date 

Batch and Operator alphanumeric code  

Catalogue strings 

Pouch progressive number, Pouch and sealer ID 

Sealing speed / temperature / force; Sealing report print 

Labels printer functions 

On/off print, CE symbols 

Barcode 

Label dimensions setting and Settable printing sequence 

Production and expiry date; Batch and operator alphanumeric code 

Catalogue strings 

Pouch progressive number, Pouch and sealer ID 

Sealing speed / temperature / force 

Sealing report print 

Standard or 180° rotation print image 

Multi labels print 

Power supply 

Power supply 100; 110/115; 230/240 VAC single phase 

Frequency 50/60 Hz; Multi-frequency;  

Average Power consumption 150 W* 

Accessories upon request 

Front Support Tray; Roller Support Tray; Roll holder 

Thermal transfer labels printer; Barcode scanner; Ethernet module 

Services 

Seal strength test EN 868-5 

Temperature / Force / Speed Calibration 

Maintenance 

Dimensions and Weight 

Dimensions mm 553x264x192 / Weight Kg 18 

 

General Features 

Anodized aluminium and AISI 304 stainless steel 

Built-in adjustable guide 

Adjustable free edge 

Sealing 

Customized kind of sealing: flat or multiline 

Sealing width 15 mm 

Seal distance from the edge mm 0-35  

Packaging 

Pouches/reels EN 868-5, Tyvek® pouches/reels, Paper pouches EN 

868-4, Gusseted pouches/reels, PP pouches, Laminated AL pouches, 

Ultra® pouches/reels 

ISO 11607-2 

Sealing validation through automatic critical sealing parameters 

control 

Temperature, Force and Speed control 

Sealing parameters visualization and recording 

Overheating temperature probe 

Sealer functioning diagnostic and check 

Alarm/stop temperature tolerance +/-5 °C (DIN 58953-7) 

Force/Speed/Time alarm and stop 

Compliances 

UNI EN ISO 11607-2 

UNI EN 868-5 

EN ISO TS 16775 

DIN 58953-7 

Directives 2006/42/EC-2014/30/EU-2014/35/EU 

UNI/TR 11408:2011 

EU GMP Annex 1: Manufecture of Sterile Medicinal Products 

Manufactured in a UNI EN ISO 9001:2015 quality system certified 

company 

External Peripheries 

Labels printer / Barcode Scanner 

Traceability and Software 

Traceability through USB pen drive 

Securscan Data Upload Software 

Parameters 

Sealing speed 10 mt/min 

Max sealing temperature 200°C 

Reference Sealing force 100 N 

Temperature tolerance ± 1% 

Force Range 80-120 N 

Calibration 

Heating autocalibration function 

Autotuning function 

Automatic self check of thermocouple battery and remote server 

condition at start-up 

Temperature / Force / Speed calibration 

Interfaces 

Touch screen with 4,3” colors display 

PC connection 

Remote control via Ethernet 

Labels printer 

Barcode scanner 

RS 232 port/USB port 
Pura 

E&OE; Technical modifications reserved 05/2025 
* may vary during heating up phase 
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