














MICROBIOLOGY

QUALITY CONTROL GMP LABORATORY

Evaluating product sterility plays a huge role in QC for advanced therapeutics,

including cell and gene therapies. Due to the unique properties of live medicines, \‘

there are clear limitations for the final product sterilization. Therefore, a GMP

microbiology lab can play essential role in evaluating the purity of the end Solaris 4000 R Large Incubated and Orion pH and Conductivity Meters,
product. There are a multitude of different assays needed to fully evaluate the Refrigerated Benchtop Orbital Shaker Electrodes, Solutions

final purity and safety.

Microbiological sterility is determined by a 14-day plate assay, a classical INSTRUMENTS PRESENT IN A QC
MICROBIOLOGY LAB INCLUDE:

microbiology method which cannot be performed without a standard or
refrigerated microbiological incubator designed for long-term incubation studies.
9 9 9 9 Thermo Scientific™ Products

Another GMP microbiology essential is a temperature-controlled shaker. Solaris
. . o . & Aquanex Ultrapure Water Purification System
Shakers are equipped with a durable, heavy-duty motor. This tri-balanced drive

mechanism is maintenance free, designed to handle heavy, uneven loads and & Finnpipette F1 Pipettes and Tips

comes with an exceptional 10 year warranty to help you achieve reproducible & General Purpose Pro Centrifuges - CTS Series

performance for years to come. # Heratherm™ Refrigerated Microbiological Incubator
& Heratherm™ Advanced Protocol Security Microbiological Incubator

& Heratherm™ Advanced Protocol Security Ovens

E & Herasafe 2030i Biological Safety Cabinet - CTS Series
& Microcentrifuges

& Nalgene™ Biohazardous Waste Containers

& Nalgene™ Centrifuge Tubes

& Nunc Centrifuge Tubes

& Nunc Serological Pipettes

& Qrion pH and Conductivity Meters, Electrodes, Solutions

& Snap Cap Low Retention Microcentrifuge Tubes

& Solaris 4000 R Large Incubated and Refrigerated Benchtop Orbital Shaker
& TSX™ Universal Series Ultra-low Temperature Freezers

& \/ortex Mixers



ANALYTICAL
BIOCHEMISTRY

QUALITY CONTROL GMP LABORATORY

An analytical chemistry lab is essential to any type of medicinal drug QC evaluation.

For example, viral vectors —commonly used in cell and gene therapies—must be

tested for full versus empty capsid ratios. Methodologies usually adapted here utilize
ultra-high performance liquid chromatography (UHPLC) and mass spectrometry
(MS) technologies. These QC facilities also require a full spectrum of lab equipment,

including pipette systems, centrifuges, refrigerators, freezers, and high-quality

INSTRUMENTS USED IN AN ANALYTICAL

water purification systems. The day-to-day operations with UHPLC- and MS-based
CHEMISTRY GMP QC LAB INCLUDE:

methods require huge amounts of Type | and Type Il purified water for sample

ff ion. A pH iated products, plays a critical role . e
and buffer preparation. A pH meter and associ produ play riti Thermo Scientific™ Products

in everyday GMP operations. Reliability and robustness are critical for both water .
. : - & Aquanex Ultrapure Water Purification System
purification and pH testing. A fit-for-purpose pH meter and water purification system

i A & Finnpipette F1 Pipettes and Tips
will help to ensure your buffers are accurate and high quality. e R B

& Herasafe 2030i Biological Safety Cabinet - CTS Series
Daily pH meter calibration is a critical activity in

TSX Series High Performance & Heratherm Advanced Protocol Security Ovens
Undercounter Lab Refrigerator ’

the GMP analytical lab. Employing the appropriate : ,
& Microcentrifuges
pH meter, electrode, calibration buffers, and
! 4 4 & Nalgene Centrifuge Tubes
maintenance solutions will help ensure that

your calibrations will pass strict criteria and the & NunciCentriluge Tubes

readings will be quick, accurate, and reliable. ¥ Nunc Serological Pipettes

Micro pH electrodes allow for testing of small & Orion pH and Conductivity Meters, Electrodes, Solutions

volumes such as micro centrifuge tubes. Orion pH & Snap Cap Low Retention Microcentrifuge Tubes

|

|
and Conductivity Meters are capable of logging l & Solaris 4000 R Large Incubated and Refrigerated Benchtop Orbital Shaker
thousands of data point sets with time/date stamps.

Data is transferable via USB or RS232 cable to a

/ & Sorvall X4 R Pro Centrifuges - CTS Series

& TSX Series High-Performance Undercounter Lab Refrigerators

printer or computer, to support 21 CFR Part 11 ) e

compliance for electronic data recording.
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ADDITIONAL RESOURCES

Find out more about laboratory products for cell and gene therapies thermofisher.com/cgtlabproducts
Experience our virtual tour: Cell Therapy Interactive Lab

Learn more about building and expanding your lab: thermofisher.com/newlab

Raising the bar on more sustainable product design thermofisher.com/greenerbydesign

Visit one of our Customer Experience Centers
¥ Maryland, United States

¥ Singapore

¥ Eindhoven, Netherlands

A Find out more at thermofisher.com/cgtlabproducts thermo scien
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