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GANDUS UNICA V– VV 

ISO 11607.2 Validatable Pneumatic impulse sealers 

Traceability from external network 

7” colour touch screen and remote setting 

via app with no cable connections 

Venturi air suction system 

In the LifeScience sector, where quality, control, and traceability are non-negotiable requirements, 

sealing technology plays a central role. 

The UNICA series was developed to meet the most demanding applications, offering pneumatic impulse 

heat-sealing solutions (combined with vacuum functions with UNICA Vacuum), designed to ensure 

high performance, maximum process reliability, full compliance with the most stringent regulatory 

standards. 

A range conceived to deliver the highest level of operational excellence. 

 

Key Technical Features 

7” touchscreen control and remote management via app, without connection cables 

AISI 304 stainless steel construction 

Double sealing bar 

Flat impulse sealing 

Sealing lengths: mm 610, mm 810, mm 1010, mm 1210 

Sealing width: mm 8 

ISO 11607.2 Validatable 

Venturi air extraction system with one adjustable-position nozzle to ensure maximum performance 

(UNICA Vacuum) 

Foot pedal activation included 

Sealable materials: designed and manufactured for all heat-sealable materials used in medical, phar-

maceutical, laboratory, and chemical industry applications 

 

Applications 

Designed for all heat-sealable materials, which generally finds application in Medical,      

Pharmaceutical, Life Science, Laboratory and Chemical industry. 

 

Top performance in LifeScience 
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Why Choose UNICA.  Discover the advantages of technological excellence 
 

Maximum precision, control, and process quality 

Complete control of all critical sealing parameters ensures reliable and repeatable validation. 

 

Reliable performance even in extreme industrial environments 

AISI 304 stainless steel structure designed for high performance and long service life. 

 

Advanced operational control 

7” full-color HMI touchscreen interface with local and remote management via App, VNC, and Easy 

Access, without the need for wired connections.  For complete and continuous process monitoring. 

 

Intelligent, adjustable, and controlled vacuum extraction (UNICA Vacuum) 

Venturi-type air extraction system equipped with an adjustable nozzle (position and length), designed 

to ensure highly precise, controlled, and repeatable vacuum performance on bags of any size and with 

different filling levels. 

 

Diagnostics and fault management system 

Minimized downtime. 

Real-time diagnostics and monitoring system available via HMI and remote access, with alarm history 

for analysis and preventive maintenance. 

 

Optimized operator interface 

HMI software designed according to industrial usability criteria for fast, intuitive, and efficient      

operation. 

 

 

 

 

GANDUS UNICA V - VV 
Top performance in LifeScience 
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Why Choose UNICA.  Discover the advantages of technological excellence 
 

High flexibility in production configuration 

Management of up to 64 preset recipes and quick configuration for different products, ensuring     

maximum operational adaptability and reduced setup times. 

 

Process traceability and regulatory compliance 

Integrated Audit Trail system with data management and exchange via LAN network, USB, and       

MODBUS TCP/IP or OPC/UA protocols, supporting quality requirements. 

 

Centralized multi-plant management 

Remote control architecture for coordinated management of multiple machines and systems located 

in different facilities. 

 

Integration with automation and corporate IT systems 

Standard interfacing via LAN network and industrial communication protocols: MODBUS TCP/IP, 

OPC/UA, VNC. 

 

Advanced configurability and ergonomics 

Adjustable table height, tilt, and position, with optional mechanical or motorized support for optimal 

ergonomics. 

 

Services supporting long-term performance 

Val Pack (IQ and OQ) and optional services dedicated to maintaining performance, reliability, and opera-

tional continuity. 

 

 

 

 

 

 

 

 

 

GANDUS UNICA V - VV 
Top performance in LifeScience 
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New Hardware and Software Implementations (optional upon request) 

AUDIT TRAIL 

To chronologically and thoroughly document 

all activities or changes, crucial for ensuring 

security, regulatory compliance, transparency, 

and effective internal controls.  

Vacuum Sensor with dual operating modes: 

time setting or vacuum level setting 

Skip function for the vacuum and/or gas 

injection phase 

Communication standard: OPC-UA SERVER 

GANDUS UNICA V - VV 
Top performance in LifeScience 

 

 

Versions 

Unica V – Validable Pneumatic Impulse sealer  

Unica VV – Validable Pneumatic Impulse sealer with vacuum/gas flushing option 

Bench-top version  

Complete with motorized or mechanical support version  

Version designed for integration into complete Packaging lines 

Available sizes: 610 mm – 810 mm – 1010 mm – 1210 mm 

Compliance 

UNI EN ISO 11607.2 

UNI EN 868-5:2019 

EN ISO TS 16775 

DIN 58953-7 

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

UNI/TR 11408:2011 

Sterilization Guidelines – MEMO 5 

EU GMP Annex 1: Manufacture of Sterile Medicinal Products 

Manufactured in a company certified with a Quality Management System UNI EN ISO 9001:2015 

Validation Tests and Services 

Gandus Saldatrici offers a range of Validation Tests and Services to ensure safe and reliable daily con-

trol of medical heat sealers for sterilization pouches, in accordance with ISO 11607.1/2 and ASTM 

F1929 standards. 

Packaging Materials 

The Materials Division of Gandus Saldatrici offers the best types of PE and Vacuum pouches and bags, 

selected to ensure maximum product protection and perfect integration with UNICA machines. 

Materials are available from stock in different sizes or can be supplied on request. 

Available plain, with central white strip, or with customized printing. 

The most efficient way to achieve highest standards of operational efficiency, cost reduction, and 

packaging quality. 



GANDUS UNICA V - VV 

 

Adjustable working height 

Adjustable working inclination 

Adjustable table position 
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Top performance in LifeScience 

Different settings to match all most specific packaging requirements 



Touch Screen Panel 
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Vacuum nozzle 

The Venturi air suction system works with a special motorized with encoder nozzle, that     

can be set in different positions, according to the most specific packaging requirements. 

AISI 316L stainless steel construction. 

Double position setting for suction pipette. 

Possibility of suction / gas flushing in retraction. 

Up to 6 suction/flushing cycles. 

GANDUS UNICA V - VV 

Top performance in LifeScience 



 Technical features  

Model UNICA 610 V / UNICA 810 V / UNICA 1010 V/ UNICA 1210 V 

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 length UNICA 610 V -610 mm 

UNICA 810 V -810 mm 

UNICA 1010 V - 1010 mm 

UNICA 1210 V - 1210 mm 

Sealing height 8 mm 

Kind of sealing Flat sealng - Double sealing bar 

 Architecture hardware ROPEX RES 5009 + GANDUS embedded board + HMI Colour Touch Screen 7” 

External connections  1 RJ45 (Ethernet) port, 1 USB port, 1 RS232 port, 

Cycle start command Via electric pedal 

Software logic Intuitive icon-based menu 

Functioning Electric / Pneumatic 

Construction AISI 304 stainless steel and aluminium - AISI 304 stainless steel frame 

Power 230 V – 1ph – 50/60Hz 

115 V – 1ph – 50/60Hz 

Max power consumption UNICA 610 V - 1400 W 

UNICA 810 V - 1800 W 

UNICA 1010 V - 2100 W 

UNICA 1210 V - 2400 W 

Pneumatic 0.6 MPa ( 6 bar ) 

Acoustic emission level < 70 dB(A) 

Packaging standards ISO 11607-2:2020 / ISO / TS 16775 / EN 868-5:2019 / DIN 58953-7 

Dimensions  WxDxH 

  

UNICA 610 V -730x600x280 mm; UNICA 810 V -930x600x280 mm 

UNICA 1010 V -> 1130x600x280 mm; UNICA 1210 V -> 1230x600x280 mm 

Weight 

(without accessories) 

UNICA 610 V -51 Kg; UNICA 810 V -53 Kg 

UNICA 1010 V - 56 Kg; UNICA 1210 V - 58 Kg 

GANDUS UNICA V 

VALIDATABLE PNEUMATIC IMPULSE SEALER  
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Top performance in LifeScience 

E&OE 
Technical modifications reserved 02/2026 



Technical features  

Machine settings HMI 

Remote access and management via VNC 

Data exchange IN/OUT through protocol MODBUS TCP/IP 

 Recipes 
  

Number 

Name 

64 Recipes 

20 alphanumeric characters 

 Operators  Number 

  

 Name 

40 Operator names with adjustable access    le-

vels and passwords 

20 alphanumeric characters 

 Batch  Number 

 Name 

40 codici Batch alfanumerici 

20 alphanumeric characters 

 Recipes / Operators / Batch  Saving Through HMI 

IN/OUT via LAN net and communication       

protocol MODBUS TCP/IP 

IN/OUT via USB pendrive 

  
  
  
  
  
  
  

Process parameters 

Sealing temperature 

Range 

Tolerance Range 

  
40 – 220 °C 
+/- 5 °C 

Sealing force 

Range 

  
750 – 1050 N 

Sealing time 

Range 

  

0 – 20 s 

Cooling 

Range 

  

40 – 220 °C 

Workng cycles counter Mode Increasing after counting setting 

Decreasing after counting setting 

Unlimited 

Stop after counting 

Restart after counting 

  Buzzer Mode General sounds or alarms only 

  Language Mode Multilanguage menu (Italian, English, other 

languages available) 
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GANDUS UNICA V 

VALIDATABLE PNEUMATIC IMPULSE SEALER  

Top performance in LifeScience 

E&OE 
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Technical features UNICA V 
  Calibration   Calibration Sealing temperature 

  
  
  
  
  
  
  
  
Validation & Traceability 

  
Parameters control 
(stop with alarm) 

Sealing temperature 
Sealing time 
Sealing force 
Power air pressure 
Traceability anomalies 
Diagnostic anomalies 

  
  
Machine onboard 
USB Pen drive 
External network 

Machine ID 

Sealing temperature 

Sealing time 

Sealing force 

Cooling temperature 

Operator (User) 

Batch 

Date 

Hour 

Pouch number  

Firmware and software versions 

Error 

  
 Machine lock functions 

  
Login Levels 

 

2 general access levels with password 
Login with barcode scanner (option) 

Machine Lock / Unlock Possible for access levels 

  
  
Machine functions 

Alarm history Date/Hour 

Alarm codes/alarm descriptions 

Counters Machine general counters and maintenance 

alarm 
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GANDUS UNICA V 

VALIDATABLE PNEUMATIC IMPULSE SEALER  
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Conformities   

Directives 2006/42/CE 

2014/30/UE 

2014/35/UE 

2015/863/EU 

References 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: Manufacture of Sterile Medicinal Products 

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

 

Accessories    

Floor stand AISI 304 stainless steel and aluminium constructionx, motorized, adjustable height 
and inclination, wheeled 

Horizontal working table Adjustable in height horizontal working table – available only with floor stand 

Inclined working table Adjustable in inclination working table – available only with floor stand 

Bag Stretcher Open mouth bag stretcher 

Cutting device Bag trimmer 

Printing device Label printer 

Scanner Barcode scanner 

Validation Services IQ/OQ 

Peel Test 

Dye Test 

Seal Check 

Calibration 
 

New Hardware and Software 
Implementations (optional 
upon request) 

AUDIT TRAIL 

Optional Vacuum Sensor with dual operating modes: time setting or vacuum level 

setting 

Skip function for the vacuum and/or gas injection phase 

Communication standard: OPC-UA SERVER 
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GANDUS UNICA V 

VALIDATABLE PNEUMATIC IMPULSE SEALER  
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Technical features  

Model UNICA 610 VV / UNICA 810 VV / UNICA 1010 VV/ UNICA 1210 VV 

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 length UNICA 610 VV -610 mm / UNICA 810 VV -810 mm 

UNICA 1010 VV - 1010 mm / UNICA 1210 VV - 1210 mm 

Sealing height 8 mm 

Kind of sealing Flat sealng - Double sealing bar 

Arcitecture hardware ROPEX RES 5009 + GANDUS embedded board + HMI Colour Touch Screen 7” 

External connections  1 RJ45 (Ethernet) port, 1 USB port, 1 RS232 port 

Cycle start command Via electric pedal 

Software logic Intuitive icon-based menu 

Functioning Electric / Pneumatic 

Vacuum system Venturi air suction system 

Vacuum / Gas flushing Suction nozzle handling by motor with encoder 

Single or double suction nozzle placement 

Possibility of suction / gas flushing in retraction 

Up to 6 suction/flushing cycles 

Working cycles Sealing; Vacuum and/or gas flushing + sealing; Vacuum and/or gas flushing 

Construction AISI 304 stainless steel and aluminium - AISI 304 stainless steel frame 

 AISI 316L stainless steel suction nozzle 

Power 230 V – 1ph – 50/60Hz; 115 V – 1ph – 50/60Hz 

Max power consumption UNICA 610 -1400W/UNICA 810 -1800W; UNICA 1010 - 2100W;UNICA 1210 - 2400W 

Pneumatic 0.6 MPa ( 6 bar ) 

Power GAS Max. 0.1 MPa (1 bar ) 

Acoustic emission level Suction/Flushing off:  < 70 dB(A); Suction/Flushing on:  ≤ 85 dB(A) 

Packaging Standard                         ISO 11607-2:2020 / ISO/TS 16775 / EN 868-5:2019 / DIN 58953-7 

Dimensions  WxDxH 

  

UNICA 610 VV -730x600x280 mm; UNICA 810 VV -930x600x280 mm 

UNICA 1010 VV - 1130x600x280 mm; UNICA 1210 VV - 1230x600x280 mm 

Weight 

(without accessories) 

UNICA 610 VV -57 Kg / UNICA VV 810 -60 Kg 

UNICA 1010 VV - 63 Kg / UNICA VV 1210 - 65 Kg 

GANDUS UNICA VV 
VALIDATABLE PNEUMATIC IMPULSE SEALER WITH VACUUM/GAS FLUSHING OPTION 
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Technical features  

Machine settings HMI 

Remote access and control via VNC 

Data exchange IN/OUT via MODBUS TCP/IP protocol 

 Recipes 
  

Number 

Name 

64 Recipes 

20 alphanumeric characters 

 Operators  Number 

  

 Name 

40 Operator names with adjustable access 

levels and passwords 

20 alphanumeric characters 

 Batch  Number 

 Name 

40 alphanumeric batch codes 

20 alphanumeric characters 

 Recipes / Operators / Batch  savings Via HMI 

IN/OUT via LAN and MODBUS TCP/IP          

communication protocol  

IN/OUT through USB pendrive 

  
  
  
  
  
  
  

Process Parameters 

Vacuum time 

           Adjustment range 

  

  0 – 100 sec. 

Discharge time del gas 

Adjustment range 

  

0 – 100 sec. 

Nozzle position 

Adjustment range 

  
  0 – 150 mm 

Sealing temperature 

Range 

Tolerance range  

  
40 – 220 °C 
+/- 5 °C 

Sealing force 

Range 

  
750 – 1050 N 

Sealing time 

Range 

  

0 – 20 s 

Cooling 

Range 

  

40 – 220 °C 

Work cycle counter Mode Increasing after counting setting 

Decreasing after counting setting 

Unlimited 

Stop after counting 

Restart after counting 
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Technical features  

  Buzzer Mode General sounds or alarm sounds only 

  Language Mode Multilanguage menu (Italian, English, other 

languages available) 

 Calibration Calibration Sealing temperature 

  
  Validation  & Traceability 

  

Parameters control  (stop     

with alarm) 

Sealing temperature 

Sealing time 

Sealing force 
Power air pressure 
Traceability anomalies 

Diagnostic anomalies 

 
Adjustable parameters 

  On board 
USB Pen drive 
External network  

  

Machine ID 

Sealing temperature 

Sealing time 

Sealing force 

Cooling temperature 

Operatore (User) 

Batch 

Date 

hour 

Pouch number 

firmware and software versions 
Error 

  

 Machine lock functions 

  
Login levels 

  2 general access levels with password 
Login with barcode scanner (option) 

 Machine lock/unlock Available access levels 

  
  
Machine functions 

Alarms history Date/Hour 

Alarm codes/alarm description 

Counters Machine general counters and maintenance 

alarm 

GANDUS UNICA VV 
VALIDATABLE PNEUMATIC IMPULSE SEALER WITH VACUUM/GAS FLUSHING OPTION 

Gandus Saldatrici S.r.l. —Via Milano, 5—20007 Cornaredo (Milano) - Italy—Tel. +39 02 93.19.41—Fax +39 02 93.56.88.03—info@gandus.it    

www.gandus.it 

Top performance in LifeScience 

E&OE 
Technical modifications reserved 02/2026 



Conformities   

Directives 2006/42/CE 

2014/30/UE 

2014/35/UE 

2015/863/EU 

References 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: Manufacture of Sterile Medicinal Products 
Produced in a UNI EN ISO 9001:2015 Quality System Certified Company 
 

Accessories    

Floor stand AISI 304 stainless steel and aluminium structure, motorized, adjustable height and 
inclination, wheeled 

Horizontal working    table Adjustable in height horizontal working table – available only with floor stand 

Inclined working table Adjustable in inclination working table – available only with floor stand 

Bag Stretcher Open mouth bag stretcher 

Vacuum sensor Vacuum pressure visualization 

Cutting device Bag trimmer 

Printing device Label printer 

Scanner Barcode scanner 

Validation Services IQ/OQ 

Peel Test 

Dye Test 

Seal Check 

Calibration 
 

New Hardware and Software 
Implementations (optional 
upon request) 

AUDIT TRAIL 

Optional Vacuum Sensor with dual operating modes: time setting or vacuum level 

setting 

Skip function for the vacuum and/or gas injection phase 

Communication standard: OPC-UA SERVER 
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