BIOCELL™ Lab & Pilot Series

STEAM IN PLACE BIOREACTORS
10L TO 300L W/V

Innovative Solutions and Support
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BIOCELL™ BIOREACTORS
FOR BIOPROCESS SCALE UP AND PRODUCTION RUNS

EXPERIENCE & INNOVATION

Uilizing its expertize in indusirial bioprocesses and automated systems, DCI - BIOLAFITTE offers its
BIOCELL™ series, a new generation of Lab & Pilot Steam In Place bioreactors designed for oplimizafion
studles, scale-up and production mins In GLP or GMP environments.
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These systems represent the best pre-engineered cell culture devices and are suitable for the culivation of
gither suspended or altached cells in batch, fed-batch or perfusion mode (with appropriate accessones) .

MAMMALIAN CELL CULTUWRE

BENEFITS

O Ergonomic, modular and compact systems allowing easy installation and maintenance

I Fully customizable pre-engineered systems designed for R&D, scale-up and productions in GLP or GMP
environments

O High thermal transfer performance and minimum shear force via the use of the patented HTPG4™
Impeller

O NEPTUNE™ Control system with user friendly /intuitive miterface and multiple oplions

I Micro PLC ! PLC — PC based confrol technolegy and industrial components ensuring robusiness and
reliabikty to the system

O Software developed from non-proprietary platforms complying with GMP requirements (21CFR PART11
and GAMP 5] (%)

O Remote supervision and maintenance of multiple bloreactors via ETHERNET ™ network

[} With the SCADA IFIX o InTaush varsions

QUALITY PROGRAM AND QUALIFICATION

O Full system testing and comprehensive FAT

3 Rigorous quality program including 100% endoscopic controd of process welds with numeric records, full
malerial raceability for product-contact parnts and comprehenshie tests for problem-free start-up

I Extended test program and documentabion package (F5, HDS, 505, FAT § SAT profocols) designed to
support and ease qualification
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BIOCELL™ BIOREACTORS
TECHNICAL SPECIFICATIONS

VESSEL, AGITATION & ACCESSORIES

O Jackoied vessel fitbed with removable head plate

o Available sizes © 10, 20, 30, 60, 100, 150, 200, 300 vwy - working aspes! ratio of 14
o Material {produci-contact partsl stainkss shaal grade 1,480 (316L)

& Fimish (product-contact parts). Ra £ 20 for wessel {with electro-polishing) and piping
O Maximuim aparaling pressure: 45psig far vesssl and jackel

O Bottom ar lop mourted agitation equipped with ane HTRGA ™ impaller ar equivalent like pitched blades ar marne impzlier - lip
spead | 2 mia
0 Agitation with magnetic coupling !

ACCESSORIES
U Reund sight glass and Iuminatan lsmg
O Eanitary pressurs relicf valve and pressurs gauge
O 3 ¥ reaterdizable product liee far incculation, media bading and sbenle addiiors & disposabla conmclions an neguesl
0 5 = ONZ5 Ports for standand probies and sarsars
O Combined restenlizable harvest and sampling line with fush-maunted diaphragm valve
0 Lp do fowr peristakic pumgs incduding ong with adjusiabks spaed for fed-batch or perfusion cultura
0O Twa independent gas supoly Ines to the owveday (Air and ©0, ) and 1o the sparger (O
2 Oy, Noverabe contraled via mass fow coniroller
0 0.2 pm absoluie filers on gas inkat and authet

Cade Wessel VYolume (Working Total) Salection
B 0L 2L
B2 LS 351
B3 LS L
Bl BYLS Sl
BOS 100 L1500
B 150 L 2000
BO7 | 200 L s 2E0L
Boa | 0L A0 L

Code WVersion Salection
M| Sami-antometi
&, Full automatic

Code Vessal, agitation and accessonies options Salection

00| Cival sighl qlags bo replace raung sight glass

01 | vessel insulaticn

03 | Independent Spin Filler with magnetic coupling for perfusion

20 | Reslerilizable gasg fllens

24 | addiianal restarlizabla produst addgion Ing

25 | Reslerilizable prodict transler line

25 | CIF davicas

27 | independent restenlizable samplng ks ,

30 | Hilraagen line vith relametar

a1 Exhaust gas conks ngar

32 Doubls fillration an gas exhaus line

i Exhausl gas healar
Acditicnal aquipmant (peretaltic pumps, reagant fasks, autaclavable of SIF waaseks, scales,
CIP units, ..} and customized design for specific applcations and biological containment are
alam gwalable on reguesd.

TEMPERATURE CONTROL .

O Cukralion temperaiure aulematically conmralled by njection of plant hol ar cold vater inbo jackel
J Steam stenlzabon of emgly veesal

Cade Temperature control options Selection
21 Jacke] circulabing pump

224 | Cpaling v chiled vabsr cirsulation in jacked
226 | Coaling via ghicol waler heal axchanger ©

20 Heating via sieam heat exchanger 1
238 | Healing vie electric heater

1 Ty b pormbanesd walh apbion 21
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BIOCELL™ BIOREACTORS
TECHNICAL SPECIFICATIONS

INSTRUMENTATION .

3 Aufomatic somral of lemperature, speed of agilator, pH and pO,

o o Tlow rate to the sparger subaralticaly conbrolled by mass fow meber ard i CCL Bow rate b ke head space controled via
rofameters and auicmatic valves

e Ingirumentation wm- Seleclion i y
A0 Air mass Now contralar n repkacement of the robamabar
41 Augamatic coriral of the head S0BC0 DIOSSLIE -
a3 | Foam level control l‘l‘
44 | Wessal low lewel swich
454 | Wesss| weighl measunement [Load Call)
458 | Conlinuous Byl reaainsment
45 TcmEr.'ﬂl.n: measurement on drain nes E_Ihr
A7 | Feed back contisl of valve postion iy i L ad')
4B | Fagd back conirol of §pead 4 =
48 | Primler ? '"l L
S50 | Control of nufrient Aow rate
51| Optecal denaily measurement ]
52 | O, COuexhausd gas araElvrer h

NEPTUNE CONTROL SYSTEM
[ HARDWARE CONFIGURATION '
= Mizro-FLG ! FC Based conbnal with & wida chocs of Human Machine Imtefaces: lapiop or desktop

P as slandard or eplional Industrial Touch Screen Panel FEFTURETY CONTROL SUITH

W Up o 52 conhgurable conbrd lonps for 8 wide range of process parametars including tamperatierg, EOR BIGPROCEAS PP CATIONE
pH, Redax, speed contral, pn::l._., faam, gas flow rates, weight or level, G0, pl':ll! i pt-::lz an gas oxhaust
O Conlrel types include | PID, digtal ontell and olbars — cascade mode Tor advanced contmol slrategies - L.

) 'z CF b RO TR

4 E]

J Cuslomized User Access madule complying with 21CFR PART11 )

O Synoptic overvaw prescnting all andine measwred values, achuator status, phase nnning, alarms
O Parameter Editing module allowing operalor for adjusiing set-poirts, PID setlings..

< AR Trall moduke (IFLE or in Towch varsions) captunng sl actions mads with tha saftsarne and
providing & query S0L database record of @ batch with customised repart generation

o Trend modide allewing dala daplay in b farm ol trends of hislons graphs

3 Profike module for conbrolling set<points via imported or plotted data

= Calculation modue providing a mears 1o make autematic caleulations (RO, QUR. 3 n realbme; R el el 4 i Pk ST
calculated values can then be logged or mplemenied as a new pracess caniral varmablke

= Strategy mcdule enabling & slepwine, uai-nleractive and repealable process defamilion, bypically
wsad far feed contral, comples gassing addiinn, set-point remps of evant based aclions

3 Additional fzatures such as secure SCADA Server [nebworked sysiem), remobe superdsion and
mantenances on request

%) Wit e SCAD, (P or InT cuch warsiarne

st SCADA Configuration Selection
B0La | NEFTLRME LAS in “Advanged” varsian”
G0le | NEPTUME LAS in "Expert” version”
EOFa | MEFTURME SCADA IF1X in “Advanced” warsian
EiFe | HEPTURE SCADA iF1X in "Experd® version”

EOTa | MEFTURE SCADA InTouch in “Advanced varsan
ElTa | NEFTUME SCALA InTowch in "Expan” varsion”

AVAILAELE SIZES AND DIMENSIONS (Without control cabinet)s -

MNaminal Minimum Tatal Widih Wesght

| wirking volume | Working volume | volima Depth Helgnt Empty
10L SL 17 B50 mm B50 mim 1850 mim 173 kg

0L L 3L S50 mm 1000 mm 2200 mm 185 ky

0L 12 L 40 L B50 i 1050 Mk 2300 mim 200 ki

L 24 L SoL 1 300 mimi 1500 mmi 2550 mm 250 kg

100 L 40 L 1530 L 1350 mm 1550 mm 27E0 mm 480 kg

150 L ED L SO0 L 1350 mim 1550 mm 2000 mim A0 Kg

200 L B L 273 L 1400 mim 1500 mm 3330 mm 950 kg

300 L 120 L 400 L 1450 i 1750 Mk 3900 mim 550 ki
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