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Standard with new Ropex RES 5450 controller, even more high-performing.  

MEDICAL H 460-610-710-810 ATDP R25 
ISO 11607.2 fully validatable Impulse sealers                 

for medical pouches and reels                                  

Total Sealing Parameters Control 

PC Interface 

New Ropex RESISTRON® RES 5450 Controller 

ADVANTAGES AND BENEFITS 

Packaging Process Validation 

Top-notch technology for most accurate sealing parameters control to guarantee Conformity to   

ISO 11607.2, EN, ISO TS 16775, EU GMP Annex 1: Manufacture of Sterile Medicinal Products Standards. 

Sealing parameters - Temperature, Force, Time - are accurately controlled 50 times a sec. during cycle 

by new Ropex RESISTRON® RES 5450 controller,  thus guaranteing repeatability of top quality seal.    

If any deviation from set parameters, machine automatically stops and an alarm appears on the display. 

Safety 

Flat mm 8 wide seal for perfect seal strength with easy, safe and effective peelability. 

Communication Interfaces 

USB-C port interface for utmost advanced communication with dedicated traceabilitysoftware. 

Traceability and PC Interface 

Dedicated traceability Remote Management Software, with PC interface, to remotely set the sealer,   

record and manage sealing parameters full traceability functioning data, that can be stored and      

managed as documents of Process Validation. 

Operator’s Interfaces 

LCD and easy to use software for user friendly and ergonomic approach to the sealer. 

Cleaning and Disinfection 

AISI 304 stainless steel cover for easy and effective cleaning and disinfection. 

Versions 

Sealing lenghts mm 460, mm 610, mm 710, mm 810. 

GT with built-in roll holder and cutter. Cutting length mm 370, mm 500, mm 610, mm 610. 

Impulse sealers with total control of sealing parameters. 

Fully Validatable to the ISO 11607.2, ISO TS 16775, EN 868-2, DIN 58953-7 standards. 

AISI 304 stainless steel cover. 

Impulse flat seal, sealing width mm 8, sealing length mm 460/610/710/810. 

Materials: pre-made sterile barrier systems, uncoated Tyvek®, newest generation packaging materials.  

Manual operation or by optional electric foot pedal button. 

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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New Controller ROPEX RESISTRON® RES 5450 

• Graphic display of the measured values 

• Recipe Management, max 9 recipes 

• TRC calculator: adjustment of the heat sealing band TC by means of reference value input 

• CSA Certification 

• Password Management 

• High resolution color display (TFT) 

• Intuitive configuration menu 

• Batch counter 

• Galvanically isolated analog output 

• USB-C for ROPEX visual software  

• Dynamic QR code with instructions for                  

• troubleshooting (ROPEX website) 

• Parts counter 

• PC interface for diagnostics and maintenance 

• Force and temperature measurement with diagnostics 

• Ambience temperature detection for AUTOCAL 

• Outputs status display 

• Higher power due to primary side control 

• Wide voltage range 

• Sealing cycles counter 

• On-site firmware update (ROPEXupdate) 

• Several configurable galvanically isolated outputs and inputs 

signals 

• Alarm output 

• Push-in connectors 

MEDICAL H 460-610-710-810 ATDP R25 
ISO 11607.2 fully validatable Impulse sealers for medical pouches and reels  

Total Sealing Parameters Control 

PC Interface 

New Ropex RESISTRON® RES 5450 Controller 



Technical Features MEDICAL H 460-610-710-810 ATDP R25 

Cover AISI 304 stainless steel 

Sealing Impulse, flat 

Sealing height  mm 8  

Max sealing length mm 460 (Medical H 460 ATDP)  
mm 610 (Medical H 610 ATDP)  
mm 710 (Medical H 710 ATDP) 
mm 810 (Medical H 810 ATDP) 

Materials Sealable paper pouches according to EN ISO 11607-1/EN 868-4  

Sealable pouches and reels according to EN ISO 11607-1/EN 868-5 made of film 

and paper according to EN 868-3  

Sealable pouches and reels according to ISO EN 11607-1/EN 868-5 made of film 

and uncoated materials made of polyolefins according to EN 868-9 (e.g. Tyvek®)  

Sealable pouches and reels according to ISO 11607-1/EN 868-5 made of PP fleece 

or PP nonwoven  

Peelable pouches PA/PE  

Bags made of thermoplastic materials, header bags (PP, PE, PVC), peelable films in 

PA/PE, laminates including aluminum laminates  

Sealing bar Double sealing bar 
Optional -> choose sealing mode, either single or double sealing bar 

Roll holder and cutting device Included in GT versions 

Sealing cycle Actioning Manual or via electric pedal 
Sealing bars closing via electromagnet 

Free edge Adjustable 

Temperature Setting and control  Via digital electronic temperature controller ROPEX RES 5450  

ISO 11607-2 
 

Critical sealing parameters automatic control, visualization and recording   
Sealer functioning diagnostic and check  
Alarm and stop temperature tolerance +/-5 °C (DIN 58953-7)  
Alarm and stop adjustable tolerance  
Force / Time alarm and stop  

Interfaces LCD 
PC connection 
Remote control RS 232 port 
USB-C port 

Menu  Multilanguage 

Temperature control Electronic 0-250°C, tolerance ± 1% 
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MEDICAL H 460-610-710-810 ATDP R25 
ISO 11607.2 fully validatable Impulse sealers for medical pouches and reels  

Total Sealing Parameters Control, PC Interface 

New Ropex RESISTRON® RES 5450 Controller 

Errors and/or omissions excluded 



Technical Features MEDICAL H 460-610-710-810 ATDP R25 

Traceability and Software Traceability via USB-C port 
Remote connection via Software Ropex Visualization 

Functions Temperature controller ROPEX RESISTRON® RES 5450  

Data retention with machine off 

Peripheries condition and diagnostic check up at start-up 

Display shutdown 

Settable counter 

Clock and calendar function 

Display of set and actual sealing time and temperature 

Sealing counter and actual sealing force  

Graphical representation of sealing cycle 

Setting sealing time and temperature 

Setting cooling temperature 

Resettable cycle counter  

Sealing cycle start delay setting  

Display of actual sealing temperature in 'Hold' mode  

Automatic self-calibration setting (AUTOCAL) 

Cooling mode setting (absolute, relative/percentage, time)  

9 sealing recipes 

Setting settable recipes number  

Working mode selection only via recipes 

Password for configuration lock 

Sealing setting 1 or 2 sealing bars (optional) 

Compliances UNI EN ISO 11607-2 

UNI EN 868-5 

DIN 58953-7 

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

UNI/TR 11408:2011 

EU GMP Annex 1: Manufacture of Sterile Medicinal Products 

Manufactured in a UNI EN ISO 9001:2015 Quality System Certified Company 

 
Power supply V 230 - Hz 50/60 - single phase 

2350W - 2600W (a seconda del modello) 

Only during sealing cycle at sealing temperature 

Dimensions (l. x h. x d.)  
Weight 

mm  560 x 230 x 390 / kg 33 (Medical H 460 ATDP R25) 

mm  710 x 230 x 360 / kg 38 (Medical H 610 ATDP R25) 

mm  810 x 230 x 360 / kg 42 (Medical H 710 ATDP R25) 

Mm 910 x 230 x 360 / kg 42 (Medical H 810 ATDP R25) 

Accessories upon request Front Support Tray  

Roll holder and cutting device  

Pedal 

Calibration probe 

Kit termometer and probe for temperature calibration 
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MEDICAL H 460-610-710-810 ATDP R25 
ISO 11607.2 fully validatable Impulse sealers for medical pouches and reels  

Total Sealing Parameters Control 

PC Interface 

New Ropex RESISTRON® RES 5450 Controller 

E&OE 
Technical modifications reserved 05/2025 


