High-precision numerical filling
management system.
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Principle :

« Use  advanced  motion
management systems to obtain
an unmatched filling accuracy as
well as a flexibility of use ... »
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Advantages :

e Designed in accordance with cGMPs

* HMI meets the latest safety rules and traceability

e Ergonomic use

e Repeatability and accuracy

e Easy implementation

e Standalone or integrated

e Built with finest components

e Low maintenance or maintenance-free versions available

e Many versions and options adaptable to customer specifications
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Desighed in accordance with cGMPs :

1. All parts in direct or casual contact with products are made
in compliant materials :

e 316L * Silicone * PTFE / PEEK FEP ¢ Radel ¢ Others ...

2. Pharmaceutical grade finishes:
e 316L stainless steel passivation and electropolishing
e Adapted roughness Ra <0.8
e No retention zone
e Easy cleaning

e Tight construction
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Fine adjustment of the ejection of the dose

* In most of cases the precise management of the cam motion allows the
elimination of droping problems without performing any reaspiration.

e These adjustments will also allow you to avoid splashing coal generators
bulbs, seal failure of tubes and blisters, non-conforming vials and

syringes ...
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Adjusting the dose

e The adjustment of the filled volume is done by weighing and value
entry in the Malypass interface

* These adjustments can be automated by a connection to a scale (lines
equipped with systems CPI)

|

Digse correction

weight [ 104864 Jig D
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Motion control in a closed loop

Malys is equipped with a positioning closed loop
system which guarantees a repetitive motion of

the pump.

Positioning feedback

HMI

/ Target volume /

< Instructions >

A

Motor Dimmer

Automaton
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Light version "LT"

Gestion Recettes Dépannage |-

Recettes Dépannage Gestion |-

]

Conflguration de la parmpe

Configuration de la dose

Configuration de ia comection

Amarcage

Local Manu

* Bright color screen for
better ergonomics

3 - Péeglages du refoulement

vitesse:[ 100} % [
Temps acc. ; ms ]
Temps déc., : ms [12]

Reasp. . ml L]

| =« Pracadant ] Biriyant == ]

Local Wanu

e All parameters of the digital
cam can be accessed and

modified

~

frig®

Recettes Dépannat

Se conhectar
Se déconnacter

Langue

I_tilisateurs

e [3 pompe

e Multi language GUI with
three levels of connection and
independent management of
users passwords
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Light version "LT"

Gestion Recettes Dépannage |-

DEFAULT |

Caorrection de la dosa

Poids | 0.60000 g|:|
Erreur de 20.00 %%

ol

Cadence approx. | [33259914 I

Cycles par hieure

== Precédent
Looal Manu

Accueil 'D @ @

* Dose adjustment by typing the
controlled weight

Gestion Recettes Dépannage |-

-
-

Gestion Recettes Dépannage |-

Seuils de correction

Zone verte |

oo [0 I

Zone orange !

+: (o) % I

Loecal Ilanu

e Customizable altert
threshold

Feceties

Recettes enregistrees ;

I DEFAULT | - I

|' charger I [ Effacer I

Fecette a enregistrer
| DEFAULT 1]

SaLver

Local anu

* Recipe management with
unlimited number of saving
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Full version « CFR 21 Part 11 »
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e All digital cam parameters can be accessed and modified
* Pumps can be managed independently

e Batch numbering management
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Full version « CFR 21 Part 11 »
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e Secure SQL database collecting events e 5 customizable access levels

and storing recipes.
e Advanced management of users-

* Client / server features based on Windows users and groups

RSView Electronic Signature x|

Set tag value
Set Recipe Values

Current Yalue New Yalue
[r4.00 33.00

Performed by.
Comments:

Comments:
Accepted

Ll

User Name: Password:
rr——

[$SUPERTEST
Accept Reject

e Actions plotted with
signatures and comments

e Audit trail with search
filters
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MALYS range: as many versions as applications

"S" Version : common translations

"UWL" Version : mechanics
Under Working Level

"T" Version mechanical parts
in the upper side

"C" Classic version : independant SI c ‘

ENGINEERING
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Pumps used

1. Full range of SPC France's seal-less pumps
e Standard MC pumps : one piece designed
e Differential High-precision pumps

e Differential CIP / SIP pumps , SPC France patented, 2 parts in direct contact without
valve

2. Fits all other seal-less pumps .
\\K
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Patented pump fast-locking/unlocking system

e Quick installation of the pump I X
e Easy cleaning

e No screws, nuts, tools ...
e Suitable for all machines
e System without gap, perfect isostaism

Step 1 Step 2
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Standard equipment used

Item

Brand

Gear, bal screw and mechanical

SMALL MOTORS

standards Harmonic "‘L
& Drive AG @ W,’h
Stepper motors Orientalmotor
Roclowell |
Servomotors B MERKES Aufe e SIEMENS

Stepper motors automata Panasonic
Stepper motors drives Bﬂ.Eﬂ ta fmﬂmr-
- Roclowell '
Servomotors automata Pal’laSOI'Ilc Aulomation S I E M E N S

Servomotors drives

Panasonic a,fodavell

SIEMENS

MHI!EEISS <« LT == HMI 4p BikL AU éal'l-':ﬁ n n L] ::ni11
I u g r 1 MAaMTERIRE ViR ARE R TEeL

Malypass HMI «CFR 21 Roclkowvell
part1l ready» Automation

FactoryTalk \iew
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Machine Revamping / Retrofit,
Examples




Malys 1 UWL integrated
in a belgian site on an existing line

Year 2008




Before

e 2 machines with 1 pump

e Total rate : 12' 000 vials / hour
e No motion fine tuning

e Accuracy not high enough
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e 2 machines with 2 pumps
e Fine tuning on each pump
e High accuracy

e High speed with no splashing

* No mechanics on the top of the line
e Total rate : 18' 000 vials / hour
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Malys 2 UWL integrated
on 2 new lines with RABS in 2008 and 2010




Before

e Peristaltic pumps
e No accuracy
e Drops

e Problems with the product
viscosity (70 % sugar, 5°C)
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After, on a french new line

e Safe Handling Seal-less pumps

e Klyx system for fast pump exchange
e High accuracy

e No dropping
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After, on a german new line

e 10 Safe Handling Sealess pumps system
e High accuracy

e No dropping

* Fast pump locking/unlocking system

‘mmr! -3 . T —— T
j - ' I3 il ik

m et
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Stand-alone Malys T in a french site
on a Baush+Strobel line

Year 2008




Before

e Hard to clean
e Works with solenoid valves
e Unsatisfactory accuracy

e Non-ergonomic HMI
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e Easily cleaneable system
e No retention

e Sealess pumps

e High accuracy

e Operator friendly HMI
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Malys T with 4 indepedant pumps on
a site in USA with a new italian

thermoforming machine
Year 2009




Before

Time-pressure system :
e Between one and two hour to adujst a batch starting
e Poor accuracy

e Changes in dosage results during the day
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* No adjusting at starting only a recipe to load
e High accuracy

e No adjusting during the batch no time deviation with
volumetric system
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They already trust SPC Engineering...
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Contact information

SPC Engineering

104 rue de Lisbonne,

Parc d'activités de Sermenaz
69140 Rillieux-la-pape

Malys, demo video

André Sarwa

General manager

Tel : +33 (0)4 72 01 86 27
Mob : +33 (0)6 38 51 41 15
E-mail : andre.sarwa@spc.fr
Web : http://www.spc.fr
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mailto:andre.sarwa@spc.fr
http://www.youtube.com/watch?v=MbzYcYY8D5g
http://www.youtube.com/watch?v=MbzYcYY8D5g
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