
PROFESSIONALS 
IN CONTAINMENT
SOLID DOSE CONTAINED PRODUCTION



KNOWLEDGE OF PROCESSING



The increase in the development of Highly 

Ha z ard ous Ac tive  Phar maceutic al 

Ingredients and consequently more 

restrictive regulations in terms of operators 

and environmental safety have brought a 

significant growth in the demand of process 

containment installations world-wide.

OEB 5 
<1 μg/m3

OEB 4 
110 μg/m3

OEB 3 
10100 μg/m3

OEB 2 
1001,000 μg/m3

OEB 1 
1,0005,000 μg/m3



A RISK BASED APPROACH

1 2

With many different installations for 

dispensing, handling, granulation, tableting, 

capsule filling and coating for  to  OEB 

products, both for production and R&D 

applications, IMA has a wide and constant 

knowledge of processing highly potent 

products. 

Containment installations must be designed 

on a risk based approach.

A preliminary analysis has to be carried 

out to identify criticalities and potential 

risks, considering both the pharmaceutical 

requirements of the process to be performed 

and the plant conditions in terms of 

regulations, layout and industrial target.
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DISPENSING GRANULATION BLENDING TABLETING

COATING CAPSULE FILLING WASHING AREA

GREY AREA

IN BIN
OUT BIN

CLEAN AREA
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ROTO CUBE HIGH 
SHEAR GRANULATOR 
AND SINGLEPOT 
PROCESSOR CONNECTED 
TO HERCULES LIFTING 
COLUMN AND 
TWINVALVE FOR 
CONTAINED PRODUCT 
FEEDING 
AND DISCHARGE



Isolation of process areas, minimization  ◾

of contaminated parts

Glove ports and RTP for safe access to  ◾

processing areas

Dust tight docking systems for feeding/ ◾

discharging

Containment measures on ancillary  ◾

equipment (i.e. exit chutes, dedusters, 

metal detectors, sample collectors, IPC 

testers, containers)

WIP/CIP ◾

ZANASI THC, TOTAL HIGH CONTAINMENT 
CAPSULE FILLING MACHINE, CONNECTED 
TO WASHABLE DEDUSTER

HIGH CONTAINMENT STR ATEGIES



ALL MACHINES ARE DESIGNED FOR 
CONTAINED PROCESS, THEREFORE 
CONTAINMENT MEASURES ARE 
NECESSARY ONLY TO EQUIPMENT INFEED 
AND OUTLET.

NEGATIVE PRESSURE

A negative pressure inside the processing areas ensures both 

environment and operator safety.

AIR TREATMENT

Technical containment solutions are applied to air exhausted 

from the processing area for drying and/or dust extraction such as 

bag-in bag-out systems.

GLOVE PORTS AND RTP
RAPID TRANSFER PORTS

Safe access to production areas is guaranteed by glove ports on 

machine doors and RTP: they allow the operator to work in the 

protected area without breaking the containment.

Cyclops bin tumblerProduct transfer to the PH-Bin by using TwinValve

Glove ports on Adapta capsule fi ller

CONTAINED PROCESSING



PRODUCT DISPENSING AND BLENDING 
INTO SEALED IBCs

IBCs are used for product dispensing of the raw materials prior to 

blending. Blending is then carried out on bin tumblers so that no 

product feeding and discharge are required inside the blending area.

Dispensing isolators are supplied by IMA Life.

SEPARATION OF THE AREAS

On all equipment the production and mechanical areas are 

completely separate, thus limiting the surface contamination. Th is 

separation is achieved by the use of silicone bellows, V-ring and 

infl atable seals.

Infl atable seals on Pressima THC tablet press

HERCULES LIFTING AND BLENDING 
COLUMN



PRODUCT TR ANSFER AND FEEDING

IBCs ARE MAINLY USED FOR PRODUCT  
HANDLING. A STANDARD BIN CAN BE 
EASILY FITTED WITH CONTAINMENT 
VALVES TO ENSURE SAFE PRODUCT 
LOADING AND UNLOADING.

1

Passive valve 

Vacuum sensor

V-Ring for vacuum barrier

Intermediate chamber 

with negative pressure

Aspiration line

Cleaning spray head (patented)

Active valve 
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TwinValve with closed valves TwinValve with opened valves for product transfer



COMPRIMA TABLET PRESS CONNECTED 
TO HERCULES LIFTING COLUMN AND 
TWINVALVE FOR CONTAINED POWDER 
TRANSFER



PRODUCT TR ANSFER AND FEEDING

PERFIMA, PERFORATED 
COATING PAN, 
CONNECTED TO 
HERCULES LIFTING 
COLUMN AND TWINVALVE 
FOR CONTAINED TABLET 
TRANSFER INTO THE PAN



Product transfer can be easily carried out by using the high 

containment TwinValve that achieves containment levels up to OEB 

5. Th is system is composed of two sanitary butterfl y valves (active 

and passive) with a mini-hopper in between. Th e passive valve is 

installed on a IBC and the active valve is installed on the machine inlet 

or outlet. Th e small chamber that is created between the two valves 

when they are tight connected can then be cleaned by compressed 

air, steam, water and/or other fl uids before or after product transfer 

by means of a telescopic orbital spray head.

The active TwinValve can be installed for 

any type of product transfer wherever a 

connection between machines, or machines 

and IBCs, is required:

At the discharge of an isolator to  ◾

dispense small quantities of HAPI.

For feeding either a granulator, tablet  ◾

press or capsule filler with powders or 

granules or a coating pan with cores, 

in this last case the IBCs can be elevated 

by a column lifter and docked on an 

active TwinValve.

At the discharge of either a granulator,  ◾

tablet press, capsule filler, or a coating 

pan to collect the product into an IBC in 

a completely closed system.

TwinValve cleaning spray head in extracted position, vacuum open

TwinValve cleaning spray head during cleaning with water/solvent

TwinValve with cleaning spray head in retracted position, vacuum closed



CONTAINMENT FOR ANCILLARY EQUIPMENT

Ancillary equipment for process machines 

can also be designed for containment, 

closed by inflatable seals and washed in 

place at the end of the production cycle.

Therefore product sampling, IPC units for 

weight check, dedusting and metal check, etc. 

are all designed and installed to maintain 

the highest degree of containment. Whenever 

is not possible, due to design constraints, the 

ancillaries themselves can be enclosed in 

suitable isolators, where operator access is by 

glove ports and RTPs. A wash in place process 

can also be carried out.

Isolated statistic weight checking unit for capsule fi llers

Isolated statistic weight checking unit for capsule fi llers

Contained sampling on Pressima THC tablet press



ISOLATION AT 
PRODUCT EXIT
ON ZANASI THC
CAPSULE FILLER



Wetting and washing inside the isolators can be carried out through 

the glove ports using the spray guns fi tted inside the structure for this 

purpose. As an alternative, the isolator can be fi tted with fi xed spray 

nozzles for completely automatic washing. A water draining point is 

available for each unit: machine and ancillaries. All stainless steel tubes, 

complete with tri-clamp connections, are enclosed in a service tunnel.

CLEANING AUTOMATION

All the IMA Active machines have the 

possibility to be at least preliminary wet 

before the dismantling of parts that have 

been in contact with the product. However 

more sophisticated levels of automation can 

be supplied for the cleaning process, up to 

completely automatic Clean In Place systems.

Spray gun inside the machines

Spray gun port on machine doors

Clean In Place on Comprima tablet press



WASH IN PLACE ON 
ZANASI THC CAPSULE FILLER



CONCLUSIONS

IMA is aware that containment has to be 

approached as a global engineering issue in a 

manufacturing plant. 

If you are thinking of contained Solid Dose 

production, IMA is THE PARTNER for the 

development of technical innovations and 

dedicated solutions to your specific needs.





www.ima-pharma.com
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IMA S.p.A. 

IMA ACTIVE division

Via I° Maggio 14 - 40064 Ozzano Emilia (Bologna) - Italy

Tel. +39 051 6514111 - Fax +39 051 6514287

mktg.soliddose@ima.it - www.ima.it
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