Weighing Solutions for
Pharma Manufacturing

9 Ways to Ensure Efficient Compliance
Design Quality into Your Pharma Process
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Designing Pharma Manufacturing Processes for Quality

Pharma and biopharma manufacturers
face many challenges, such as:

» Achieving quality in every batch

» Complying with stringent GMP regulations
* Ensuring data integrity

Reducing the cost of compliance

METTLER TOLEDO creates comprehensive weighing
solutions and reliable services that help you meet these
challenges while improving productivity and profitability.

» www.mt.com/pharma
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Ensure quality, enhance compliance and increase productivity at critical points in
your production process. Explore solutions from METTLER TOLEDO designed with
pharma and biopharma manufacturing in mind.
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1. Manual Formulation
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How can | ensure precise formulation control and full traceability?

»

Tight process control for consistency

Maintaining efficient and compliant workflows
at multiple workstations can be challenging.
Formulation management with tight process
control ensures repeatable batch quality.

Process efficiency in complex set-ups

Creating production orders, planning work-
flows and instructing operators can be time
consuming. When done efficiently, opera-
tors are freed up for value added tasks.

-
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Automatic & traceable documentation

For quality critical process steps, full batch
documentation is required. Solutions that
create this documentation automatically help
you achieve GMP compliance more easily.
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1. Manual Formulation
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Manage process complexity, avoid operator errors, and stay compliant
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Your solution will depend on the complexity of your formulation and batch size.
Step-by-step guidance for manual workflows helps you prevent errors. Our net-
worked software solutions can deploy instructions to multiple workstations and
automatically capture data for efficient recipe management.

/N

High-precision scales

Our floor and bench scales can measure very
small quantities with great precision, even with
a high preload. Scale consolidation allows you
to create efficient workflows.

» www.mt.com/PBK-PFK

» www.mt.com/ind-formulation
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Networked software for full control

Our formulation software helps streamline pro-
cesses in the dispensing room and eliminate
many reasons for out-of-spec batches. Simplify
your software validation in line with 21 CFR
Part 11 or EU Annex 11.

» www.mt.com/Formweigh

Consistent
Formulation Quality

Free download:
B www.mt.com/ind-dispensing-station

»




2. Production & Inventory Control
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How can | accurately measure materials and avoid contamination?

»

Ensure accurate, repeatable results

Many level measurement techniques are influ-
enced by temperature or physical state that
can adversely affect accuracy. When precision
matters, weighing is the best way to ensure re-
peatable results regardless of material type.

Reduce downtime with condition
monitoring

Sensors in storage tanks can be difficult to
reach and inspect. Remote monitoring al-
lows for much more efficient maintenance
and can significantly increase uptime.

Eliminate contamination risks

Production environments have become in-
creasingly complex and so have the chal-
lenges to ensure a contamination-free pro-
cess. Hygienically designed equipment
speeds up and simplifies cleaning.



2. Production & Inventory Control

Ensure efficient and compliant material handling

Weighing is an accurate inventory and production control method that is inde-
pendent of tank shape and ideal for non-self-leveling material. Accurate inven-
tory control optimizes material costs, ensures safe material storage and en-

ables consistent product quality.

Hygienic weigh module

SWB805 Hygienic MultiMount™ reduces the
risk of contamination and shortens cleaning
time due to its highly polished self-draining sur-
faces. Easy integration is possible.

» www.mt.com/ind-SWB805

» www.mt.com/ind-tank-weighing

Indicators with a hygienic metal keypad

Our metal keypad consist of one solid stain-

less steel plate without any physically acces-
sible buttons. This eliminates the risk of resi-
due or water accumulation on the surface.

» www.mt.com/ind-metal-keypad

METTLER TOLEDO | /

Hygienic
Weigh Modules

www.mt.com/ind-video-sanitary-wm

»




3. Automatic Batching & Dosing
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How can | optimize batching and dosing processes?

Save production cost and
reduce downtime

Long batching sequences can create pro-
duction bottlenecks. Optimizing the speed
and timing of dosing steps leads to better
operational efficiency and plant utilization.

Optimize accuracy, speed & quality

Automatic dosing depends on the interplay
between scale, valves and material flow
properties. Working with the right solution
helps you hit targets more easily.

»

Obtain flexible & user-friendly
system integration

Dosing systems are often part of a plant-
wide automation system. Standardized in-
terfaces and protocols make integration
faster and reduce training effort.
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Ensure precise dosage with smart weighing systems

»

A completely automated system creates a reliable and robust production pro-
cess by enabling the fast and accurate sequencing and dosing of expensive
materials. In such a system, diagnostic tools are required to ensure continuous
uptime, minimize waste and improve accuracy.

» www.mt.com/batching

Automation terminals PowerMount™ weigh module
For fast and efficient automatic batching Provide repeatable accuracy and the indus-
and dosing of materials, our range of auto- try’s highest reliability in hazardous and PowerMount Weigh
mated terminals offer high performance non-hazardous areas. Performance of Modules
and versatility for a wide range of applica- POWERCELL load cells can be monitored
tions. and provide alerts prior to serious trouble. S alelaEak
IS www.mt.com/ind-powermount-wp

» www.mt.com/ind-tank-silo-hopper » www.mt.com/ind-powermount



4. In-Process Weighing METTLER TOLEDO
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How can | optimize my production workflow?
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Avoid cross-contamination Ensure error-free production Create mobile and adaptable workflows
In multi-purpose plants, various materials Operators have to follow complex SOPs at Single-use and mobile equipment helps to in-
are handled at different workstations. Highly many workstations. Smart equipment pro- crease production efficiency and lets you
functional, hygienically designed equipment vides operator guidance to ensure that ev- more easily adapt to changing demands.
prevents cross-contamination while increas- ery step is followed exactly as intended in Low-profile and mobile equipment supports
ing process efficiency. order to prevent quality-critical errors. the trend towards greater production flexibili-
ty and removes obstacles in production flow.



4. In-Process Weighing

Adapting workflows efficiently
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Accurate weighing helps you document every production step, ensure compli-
ance with regulations and improve your product quality. Our high-precision
weighing solutions offer industry-leading metrological performance and ensure

consistent weighing results when tolerances are tight.
» www.mt.com/ind-precision-weighing

High-precision hygienic floor scales

Contamination can have costly or even lethal
consequences. Hygienically designed low-pro-
file floor scales with electropolished surfaces,
approved steel grades, and liftable load plates
prevent cross-contamination.

» www.mt.com/ind-ss-floorscales

PowerDeck™ floor scales

POWERCELL® technology eliminates errors
and helps improve yields with clear operator
guidance to ensure proper placement. Load-
cell performance monitoring keeps your pro-
cess in control and avoids faulty batches.

» www.mt.com/powerdeck

Accurate Weighing

Watch Video:
www.mt.com/PBK9

METTLER TOLEDO




5. Container Filling
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How can | ensure an accurate and efficient filling process?

Optimize cost

Pharmaceutical ingredients are costly and
even small amounts of overfill add up. Us-
ing the full functionality of your weighing
devices can ensure accuracy, help avoid
product waste and stay compliant easily
with net content regulations.

Automated data collection

If a quality issue occurs, easy tracking and
tracing of product and container data en-
sures quick identification of faulty batches.
Automatic data transfer to central databases
helps you create process improvements and
ensure more efficient recall management.

»

Increase uptime

Many filling processes have very narrow
specifications yet require rapid throughput.
Process control technology helps you avoid
the kind of unnoticed equipment failure or
improper handling that can negatively im-
pact production quality.



5. Container Filling

Streamline filling processes for every type of container
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When filling intermediate bulk containers, totes, drums or big bags, you need fast,
precise, and repeatable results. Our platform and floor scales provide predictive
maintenance for increased uptime and peak operational efficiency.

£\

The INDS70 offers easy-to-configure soft-
ware routines, discrete I/O, material storage
tables, and more to enable accurate control
of filling operations. All data is easily trans-
ferred to your MES or PLC.

IND570: Automated filling

> www.mt.com/ind570

» www.mt.com/filling

Versatile floor scales

An array of reliable, precise, and robust floor
scales can be tailored for your application.
Whether you need hazardous-area accura-
cy, a specific size, or a certain diagnostic
function, we have a solution.

» www.mt.com/floor_scales

METTLER TOLEDO

Filling of Mid- and
Large-Sized Containers

Free Download
www.mt.com/
I ind-large-volume-filling-guideline




6. Small Volume Filling
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How can | ensure precise filling of small containers?
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Create 100-percent in-process fill control

Equipment breakdowns in vial filling pro-
cesses are not an option. Measuring devic-
es must be robust, reliable and able to ac-
curately record the smallest weights at high
speed for full in-process control.

Ensure full sterility

Many filling machines are in clean rooms
that require the highest levels of sterility.
Clean-in-place solutions allow for efficient
cleaning protocols that avoid contamination
while increasing uptime.

»

Gain high throughput and variable filling

Filling in pharma is fast but it must also be
adaptable to accommodate various contain-
er sizes. As medications become more per-
sonalized, both adaptability and machine
speed are critical to ensure you meet
throughput demands.



6. Small Volume Filling
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Accurate and fast filling of small containers

Weighing is the easiest, most accurate, and hygienic method for filling syringes, vi-
als, ampoules and tubes. Our comprehensive range of weighing solutions can
meet the most challenging small volume filling requirements with respect to speed,

accuracy, variability and automation.

» www.mt.com/ind-small-volume-filling

»
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Sensors for automated weighing

Our high-accuracy weigh modules measure
at the fastest speeds and highest resolu-
tions. With their robust design and integrat-
ed electronics, they fulfill the highest re-
quirements of machine manufacturers.

» www.mt.com/APW

WMF high-precision weigh modules

With its compact design, fully integrated
electronics and industrial Ethernet interface,
the WMF module performs in challenging
applications and tight spaces. Fast real-time
data transmission to PLC is possible.

» www.mt.com/WMF

Automated Weighing

Free Download
www.mt.com/
] ind-case-studies-pharma-mach|nes




/. Statistical Quality Control
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How can | ensure precise filling and prove it to auditors?

Monitor fill control

SQC solutions provide automated reporting
and allow immediate trend recognition.
Quality parameters can be efficiently moni-
tored and managers can be alerted when
process deviations arise.

Be compliant with net-content regulation

Net-content laws mandate that every pack-
age contain the amount declared on the la-
bel. SQC solutions ensure regulatory com-
pliance with comprehensive documentation.

»

Ensure data integrity efficiently

Documenting quality critical attributes for
every batch is a must. Software that pro-
vides user management, electronic signa-
tures, audit trail and many other functions
ensures data integrity more efficiently.



/. Statistical Quality Control

Optimize cost while maintaining compliance

Strict process control is required when filling hundreds of containers in order to

by

comply with net content regulations. Our SQC solutions help you to ensure precise
filling, improve process control, provide full documentation and save costs.

Standalone solution

FreeWeigh Compact is our user-friendly PC-
based standalone SQC solution that allows you
to control and fine-tune filling processes. It is
easy to set up, operate and upgrade when pro-
duction expands.

» www.mt.com/FreeWeighnet-compact

» www.mt.com/sqc
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Networked solution

Freeweigh.Net is a powerful, networked
SQC software solution for factory-wide data
acquisitions that enables tight and compliant
production control. Automated batch release
and reporting capabilities ensure quality.

» www.mt.com/FreeWeighnet

METTLER TOLEDO

SQC Solutions

Free Download
IS www.mt.com/ind-sqc-guide




8. Scale Performance Verification
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How can | maintain compliance and increase uptime?

Achieve high uptime with optimal
maintenance efficiency

All precautions must be taken in order to
avoid downtime in pharmaceutical produc-
tion. Regular equipment checks following
recommended procedures ensures maxi-
mum uptime at minimal cost.

Optimize service intervals
with preventative maintenance

Preventive and predictive maintenance ac-
cording to manufacturers’ procedures ensure
efficient and consistent performance through-
out the life of your weighing equipment.

»

Maintain compliance and
be prepared for audits

ISO9001 standards and GMP regulations
require regular calibration and control of
measuring and monitoring devices. Lever-
age world-class service to confidently pass
future audits.



8. Scale Performance Verification
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Ensure equipment is fit-for-use

Robust and fit-for-use equipment, documented data integrity, and standardized per-
formance verification are musts in pharma manufacturing. Periodically scheduled
scale calibrations and routine testing enhance scale longevity and facilitate stream-
lined compliance with pharma regulatory standards.

GWP®? Verification

GWP® Verification is based on a calibration
service that documents the measurement un-
certainty of weighing equipment under real op-
erating conditions. Learn how this service can
ensure process accuracy.

» www.mt.com/gwp-verification

» www.mt.com/service

Regular calibration

Calibration determines industrial weighing
equipment performance. Our comprehen-
sive calibration services help you to achieve
compliance, cost savings and quality.

» www.mt.com/calibration-competence

Performance Verification
Checklist

Free Download
www.mt.com/
ind-performance-verification-checklist




9. Safety in Ex Areas
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How can | ensure safety without compromising functionality? ')

Create an accident-free workplace

Pharmaceutical companies track accidents
and achieving a zero rate is their number
one priority. Equipment designed with safe-
ty in mind is a first step towards achieving
this goal.

Gain high functionality

Designing processes in hazardous areas re-
quires special equipment, know-how and
care. With our Ex-products, you can rely on
approved solutions without compromising
accuracy or efficiency.

Comply with global safety standards

Safety guidelines and regulations are differ-
ent in each country. Choosing an approved
equipment supplier with global reach will
ensure easier compliance.
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»

Designed with safety in mind

/7
When handling explosive materials, weighing equipment must comply with exten-
sive regulations and be installed and maintained correctly in order to ensure safe
operation. Choose solutions that help you fulfill your safety standards without
compromising functionality.

» www.mt.com/hazardous

e

Hazardous poster Hazardous services
The easy and quick identification of mark- Our experienced, factory-trained service spe-
ings and protection methods help engi- cialists make sure hazardous area weighing “EPE ES CEElE]
neers ensure equipment complies with ap- equipment is safely installed, inspected, main- Discover solutions to all your
. ) ) ) hazardous-area needs
propriate regulatory hazardous-area tained, calibrated and repaired.
standards. Free download: =
s www.mt.com/ind-hazcat

» www.mt.com/ind-haz-poster » www.mt.com/ind-ex-service



Knowledge at Your Finger Tips METTLER TOLEDO

Explore our Knowledge Center on compliant pharma
weighing and discover useful white papers, videos, webi- O
nars, and more. Expertiss Libary , B PS

A one-stop portal for knowledge resources: catalogues,

brochures, d lasﬁ:ﬂa user manuals, white p!pcra guides,
studies, binars,

videos, opera’ 'I g Instrus II ns, certificates dmom

Webinars:
Learn the latest in regulatory compliance, safety requirements T
g y p ; y req , Search Library

and technical trends.

Guides:
Download the latest information to help you comply with regula-
tions more easily and efficiently.

Videos:
Quickly gain an understanding of how you can improve efficiency
and accuracy in all your weighing applications.

Visit your Knowledge Center today!
» www.mt.com/ind-pharma-compliance

METTLER TOLEDO Group
Industrial Division
Local contact: www.mt.com/contacts
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