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The benefits of disposable system use

As a leading supplier of flexible packaging for industrial and
research applications, Lonza uses high quality proprietary film for
the construction of its Platinum UltraPAK™ Products — a state-
of-the-art packaging solution for cell culture media and related
products.

In the rapidly developing cell therapy and bioprocessing fields,
new processes and procedures are emerging that require the
packaging of sterile liquid media and reagents in pre-made Flexible
Bioprocess Containers. Lonza’s Platinum UltraPAK™ Flexible
Bioprocess Containers are single-use containers for liquid cell
culture media, reagents, and buffers, as well as containment and
storage vessels for intermediate and final products yielded from
manufacturing processes.

Platinum UltraPAK™ Film consists of a two-web design, with

both layers made entirely of non-animal origin (NAQ) material.
These layers consist of an inner contact and an outer support
layer, with the inner product contact layer composed of high-
quality, low density polyethylene to provide flexibility and a full
NAO environment. The outer film layer is composed of nylon and
polyethylene, which provides strength and acts as an excellent gas
transmission barrier between the product and the environment.

Lonza Platinum UltraPAK™ Flexible Bioprocess Containers provide
several distinct advantages over rigid wall packaging systems. In
particular, Flexible Bioprocess Containers:

* Expand or collapse as liquid levels change, eliminating the need
for sterilization of vent filters

» Provide a disposable primary product contact surface that,
when emptied, can be compressed into a small size optimal for
disposal

 Eliminate the need for validation of cleaning procedures
common with multiple-use containers

* Provide true closed systems for the addition and removal of
media and reagents, offering the highest level of confidence in
sterility maintenance during use

* Are available in a wide variety of sizes with fill volumes between
50 mLand 10,000 L

* Feature fluid-handling tubing sets and connector systems that
can be fully customized to support your specific applications

* Allow liquid packaging with minimal internal airspace,
minimizing changes in reagent pH or oxidation.

Platinum UltraPAK™ Film structure and composition

An important component of our packaging is its proprietary
polyethylene film formulation, specifically created by our engineers
to provide durability and flexibility. Aside from having superior gas
barrier properties, exhibiting undetectable endotoxin levels, and
being certified as a USP Class VI material, our film is also entirely
non-animal in origin. As a result, our film completely and reliably
protects a wide variety of products that may come into contact with
it, such as:

¢ Cell culture media

¢ Buffers

 Water for Injection (WFI)

¢ Final product yielded from downstream manufacturing processes

We chose a two-web polyethylene film design, providing more
flexibility and less rigidity than single-web films — without sacrificing
durability. Users can therefore avoid the cumbersome nature of more
rigid films, as well as their tendency to generate pinhole leaks.

The Platinum UltraPAK™ Outer Film material is a laminate
of nylon and polyethylene, providing structural support
and excellent gas barrier properties.

The Platinum UltraPAK™ Fluid contact
layer s high quality polyethylene
|

Inner film layer construction === | Polyethylene

Polyethylene
EVDH
Polyethylene

Outer film layer construction
Tie layer

PVDC
Nylon

Platinum UltraPAK™ Product Contact Inner Web Film Structure
The inner product contact layer is constructed from 100%
polyethylene (5mil LPDE)

Platinum UltraPAK™ High Barrier Outer Film Structure

The outer layer was chosen for its durability and superior gas barrier
properties. The outer film composition, from outside to inside, is a
laminate of the following:

¢ 1 mil Nylon: PVDC

e 2mil PE

* 3 mil PE:EVOH: PE



Quality systems

Lonza’s Flexible Bioprocess Containers are manufactured under strict
quality standards to ensure product integrity. In addition, all of our
packaging is manufactured in an FDA-registered ISO 7 cleanroom

(class 10.000), adhering to cGMP, IS0 13485:2016 and IS0 9001:2015
standards, while the fitment and perimeter seals undergo 100% visual
inspection on all bags. Furthermore, we routinely perform leak testing
according to ASTM F2095-01. Platinum UltraPAK™ Flexible Bioprocess
Containers and fluid paths are also supplied gamma-irradiated to ensure
a SAL of 10°, substantiated according to ISO 11137 methodology.

Validation testing methods

A comprehensive Qualification Guide supports our Platinum UltraPAK™
Flexible Bioprocess Containers and single-use assembly components.

The list below describes the validation testing methods that were
performed on the inner and outer layers of the Platinum UltraPAK™
Polyethylene Film.

Endotoxin USP <85>

Class VI plastic USP class VI

Physiochemical testing USP <661>

In-vitro biological reactivity USP <87>

In-vivo biological reactivity USP <88>

Water vapor transmission rate ASTM F1249

Oxygen transmission Rate ASTM D 3985

Carbon dioxide transmission rate ASTM F2476

Seal and pull strength ASTM F88 & ASTM D882

Brittleness temperature test ASTM D1790-02

Freezing integrity study SOP 1300.1618 & 1300.1019

Polyethylene with additives for con- EP3.15

tainers for parenteral preparation

Plastic containers for parenteral EP3.2.2.1

infusion

Particulate testing USP <788>

Shipping study Meets ISTA procedure 1A & long
distance shipping

Yellow index results ASTM D 1925-70

Brittleness impact test ASTM D 1790-14

Chemical resistance ratings ASTM D 543-60T

Extractable USP <1663>

A state-of-the-art
packaging solution
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®) Flexible bioprocess containers schematics
©
© gwgmm] To help you easily identify and visualize the Flexible Bioprocess
ontainer Systems that best suit the needs of your applications, we
Container Sy hat b itth dsofy pplicati
| | I have included sample schematics for several Flexible Bioprocess
| | I Containers in a variety of sizes. Please note that custom configurations
| | I can be created as needed.
| I
: : : : Platinum UltraPAK™ 1 Liter Bag 08-E1322
| i Lpart JoPAJoeseiption
: : | | O s4n 1.00 1 liter bag
| | | (® BC-1001101  1.00 1 liter die (not shown)
| | | | () TB-01062 2.00 Bag port with 1/4" barb
| | | | (@® TB-01130 1.50 ft. 1/4" 1D x 3/8" 0D PVC tubing
| | © TB-01254  150ft. 1/4" 1D x 3/8" 0D C-FLEX NAO tubing
| | | | ® ® CL01021 2.00 Pinch clamp
J__[ J__[ /_ @ CN-01065 1.00 Male mpc with 1/4" barb
( ( CP-01068  1.00 Female mpc cap
(® CN-01061 1.00 Female luer with 1/4" barb
o = = /— ® CN-01225  1.00 Swabable valve
(@ CP-01055 1.00 Male cover cap
o) N |
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! T
I 1 I =
[ 1 | |
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Platinum UltraPAK™ 20 Liter Bag 08-E1325

o 0 0 T

(Shown connected)

S4268 1.00 20 liter bag with fitments
(Shown connected) @ BC-0020-H20 1.00 20 liter die hanging style [not shown]
@ (G T1B-01062 3.00 Bag port with 1/4" barb
PK-01098 1.00 ft. 0,325" DIA. hanging bar 12" lon
— 0 ging g
| © 71801130 1.50 ft. 1/4" 1D x 3/8" 0D PVC tubing
@ _\ @ @ TB-01023 1.50 ft. 1/4" 1D x 3/8" 0D PCMGS tubing
: @ T1B-01254 1.50 ft. 1/4" 1D x 3/8" 0D C-FLEX NAO tubing
| CL-01021 3.00 Small pinch clamp
CN-01055 1.00 Female mpc connector with 1/4" barb
| P
jﬂ ( (@ CP-01020 1.00 Male mpc plug
CN-01065 1.00 Male mpc connector with 1/4" barb
© 1 1 T P
/ (@ CpP-01068 1.00 Female mpc plug
(@ CN-01061 1.00 Female luer with 1/4" barb Male cover cap
CN-01225 1.00 Swabable valve
(@© CP-01055 1.00 Male cover cap




Platinum UltraPAK™ 100 Liter Bag 08-E314 ® =
(Shown connected)
S425¢ 1.00 100 liter bag with fitments ©)
BC-01000 1.00 100 liter die hanging style (not shown) ® ® ®
TB-01062  3.00 Bag port with 1/4" barb ® B
TB-01023 12.00 ft. 1/4" 1D x 3/8" 0D PCMGS tubing @
TB-01254 1.50 ft. 1/4" 1D x 3/8" 0D C-FLEX NAO tubing ® ®
CL01021  3.00 Small pinch clamp ® o Eﬂ mj HD
CN-01055 1.00 Female mpc connector with 1/4" barb ® \
CP-01020 1.00 Male mpc plug
CN-01065 1.00 Male mpc connector with 1/4" barb ®
CP-01068 1.00 Female mpc cap @ # #
CN-01061 1.00 Female luer with 1/4" barb (®)
CN-01225 1.00 Swabable valve ® ©)
CP-01055  1.00 Male cover cap ®
Platinum UltraPAK™ 200 Liter Bag 08-E315
o opn—Jowpion ] o
54258 1.00 200 liter bag with fitments 0) (Shanm Eannected)
BC-01000 1.00 200 liter die hanging style (not shown) ® © 3 (Shown connected)
TB-01062 3.00 Bag port with 1/4" barb ® ©
TB-01023 12.00 ft. 1/4" 1D x 3/8" 0D PCMGS tubing @
TB-01254 1.50ft. 1/4” 1D x 3/8" 0D C-FLEX NAO tubing ® © 1] ®
CL-01021 3.00 Small pinch clamp ®
CN-01055 1.00 Female mpc connector with 1/4" barb ® ®
CP-01020 1.00 Male mpc plug H ? Hj
CN-01065 1.00 Male mpc connector with 1/4" barb ® O L i }
CP-01068 1.00 Female mpc cap ()
CN-01061 1.00 Female luer with 1/4" barb ©
CN-01225  1.00 Swabable valve ® @ &) (&
CP-01055 1.00 Male cover cap ®
©)




Platinum UltraPAK™ Advantages

Aside from the superior properties of UltraPAK™ Film, our engineers
have developed additional, unique designs and features to further
enhance product performance. For example, the Platinum UltraPAK™
Containers offer:

* Unmatched versatility in connectivity — our standard systems
offer MPC and Luer Connections, along with needle-less injection
sites for sampling. Custom UltraPAK™ Containers offer additional
connectivity devices, including (but not limited to) steam-in-
place (SIP) and aseptic connections.

e Acontinuous sealing process — 250 mL—200 L bags have a
continuous seal generated by an automated sealing process,
eliminating seam leaks.

e Convenient carrier handles — availableon 5L, 10 L, and 20 L
bags. The carrier handle is sealed separately and does not contact
the inner product, eliminating areas for gas transmission.

¢ Robust ports — we have maximized the surface area where
Platinum UltraPAK™ Film contacts the contained product. The
surface area of our ports is therefore reduced, minimizing a
key point of gas exchange, and at the same time, maintaining a
robust connection between the barb and tubing.

Standard UltraPAK™ Flexible Bioprocess Container
configurations

The list below describes the components on our premium pre-
designed, made-to-order containers. All bags are individually
wrapped and irradiated at 25-45 kGy.

08-E1418 Platinum UltraPAK™ Bag 0.25 L 30
* Port1:PVC Spike port
e Port2:0.118”"IDx0.164” 0D PVC sealed end
e Port3:3/8”IDx 1/2" 0D PVC with Male MPC and

Female cap
Individual wrapped, 10 bags per pack

Platinum UltraPAK™ Bag 1 L 25
* Port 1:18”ID of 1/4" OD C-flex tubing with female
Luer needle-less injection site
* Port2:18"ID of 1/4" 0D PVC tubing with male
MPC with female cap
* Individually wrapped, 5 bags per pack

Platinum UltraPAK™ Bag 5 L — side port 20
Platinum UltraPAK™ Bag 10 L — side port 20
Platinum UltraPAK™ Bag 20 L — side port 20
e Port1:18"ID of 1/4" 0D C-flex tubing with female

Luer needle-less injection site
* Port2:18"ID of 1/4" OD silicone tubing with

female MPC with male cap
e Port3:18"ID of 1/4" 0D PVC tubing with male

MPC with female cap
* Hanging bar
* Individually wrapped, 5 bags per pack

Platinum UltraPAK™ Bag 50 L 5
Platinum UltraPAK™ Bag 100 L
Platinum UltraPAK™ Bag 200 L 5
e Port1:18"ID of 1/4” 0D C-flex tubing with female
Luer needle-less injection site
* Port2:72”ID of 1/4” 0D silicone tubing with male
MPC with female cap
e Port3:72”ID of 1/4” 0D silicone tubing with
female MPC with male cap
¢ Individually wrapped

08-E1322

08-E1323
08-E1324
08-E1325

08-E313
08-E314
08-E315

ul

Custom UltraPAK™ Flexible Bioprocess Container
configuration

In addition to the standard designs of our catalog bags, Lonza also
offers customized UltraPAK™ Flexible Bioprocess Containers to meet
the needs of your specific application. With multiple tubing types and
connectors at our disposal, creating a unique configuration tailored
to your application is simple.



Filled UltraPAK™ Flexible Bioprocess Containers

In addition, Lonza offers Platinum UltraPAK™ Flexible Bioprocess
Containers pre-filled with Lonza’s or customers media, buffers and

reagents.

e 1) | Pt 2]

08-199F BE02-038P20  Bulk Packaged sterile filtered WFI-20L
08-199E BE02-038P200  Bulk Packaged sterile filtered WFI-200L
08-003A BEO08-003A HANKS' BSS, W/0 CA,MG OR PR, 5L Bag (4L fill)
08-851J BE08-851J PBS-1X, w/0 CA++ or MG ++ 151

BP12-730P10  BE12-730P10  Insect-XPRESS w/ L-Gln, 10L bag

BE12-771P10 BE12-°71P10 PowerCHO-2 CD, w/o L:GIn w/o PR, 10L
BE12-771P20 BE12-771P20 PowerCHO-2 CD, w/o L-GIn w/o PR, 20L
08-879H BEO08-879H X-Vivo 15 w/o gentamicin and pr, 5L
08-879P1 BE08-879P1 X-Vivo 15 w/o gentamicin and pr, 1L
BP02-054P1 BEBP02-054P1  X-Vivo15(04-744])contains rec tran 1L bag




order.europe@lonza.com
Scientific Support: + 32 87 321 611
scientific.support.eu@lonza.com

International

Contact your local Lonza Distributor
Customer Service: + 1301898 7025
Fax: + 1301 8458291
scientific.support@lonza.com

Lonza Walkersville, Inc. — Walkersville, MD 21793
For research use only. Not for use in diagnostic procedures.

Luer is a trademark of Becton, Dickinson and Co. Corporation

All trademarks belong to Lonza, registered in USA, EU or CH or to
third party owners and used only for informational purposes. All
third party copyrights have been reproduced with permission
or belong to Lonza. The information contained herein is believed
to be correct and corresponds to the latest state of scientific
and technicalknowledge. However, no warranty is made, either
expressed or implied, regarding its accuracy or the results to be
obtained from the use of such information and no warranty is
expressed or implied concerning the use of these products. The
buyer assumes all risks of use and/or handling. Any user must
make his own determination and satisfy himself that the products
supplied by Lonza Group Ltd or its affiliates and the information
and recommendations given by Lonza Group Ltd or its affiliates
are (i) suitable for intended process or purpose, (i) in compli-
ance with environmental, health and safety regulations, and (i)
will not infringe any third party's intellectual property rights. The
user bears the sole responsibility for determining the existence
of any such third party rights, as well as obtaining any necessary
licenses. For more details: www.lonza.com/legal.

©2021 Lonza. All rights reserved. CD-BRO32 02/21

www.lonza.com/ultrapak-bags
bioscience.lonza.com
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