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USP <1469> Nitrosamine Impurities
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Nitrosamines should be strictly controlled in medicine due to high carcinogenicity. They are a critical topic for
regulators and industry given the recent safety recalls of several products containing this impurity. This one-day
course will provide attendees with an understanding of current regulatory guidelines and USP General Chapter <1469>
Nitrosamine Impurities. The course will provide an overview of sources of nitrosamines including their formation from
the presence of other impurities and how to eliminate or reduce levels of nitrosamines. Tools to assess and control
nitrosamines in drug substances and drug products as well as in depth analytical procedures in USP <1469> including
the use of the USP Reference Standard and precautions to be used during procedures will also be covered. The

course will also address risk assessment methodology as per ICH Q9, control strategy development, calculation of
nitrosamine limits as per ICH M7 as well as test method performance characteristics.

Upon completion of this course, you will be able to:

o Describe the background, scope and approach of USP <1469> Nitrosamine Impurities and applicable regulatory
guidelines.

o Explain pathways and sources of nitrosamine formation along with risk assessment tools and a high- level
process flow to develop control strategies.

o Describe how to select the appropriate analytical procedures based on test method performance characteristics
for nitrosamine methods

o Discuss the proper use and handling of the USP reference standard in the respective analytical procedures.

¢ Identify factors which impact sensitivity and selectivity of methods.

e Summarize key considerations, challenges and method conditions along with sample and standard preparation
of the four test methods described in USP <1469>
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ZiE%T % Who Should Attend:
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Analytical R&D scientists, QC managers, QC scientists (DS, DP), QA staff who authorize drug product release,
Regulators affairs staff, Excipient manufacturers, etc.

#iFIES Language:
Yo G CE%E)  English (with Chinese subtitles)

WIFAN4E Instructor:

Edmond Biba {1, USPRIEZ I TENBIERRIER
Edmond Biba, Ph.D., Principal Scientist, Science-General Chapters, USP

Mrunal A. Jaywant {4, USP-EIE RI#E TR &Lk
Mrunal A. Jaywant, Ph.D., Senior Director R&D, India-Science, USP

Marcus Obeng 81, USPIrHEY)FR LK = FIEAHERKI
Marcus Obeng, Ph.D., Senior Scientist Il, Reference Standards Lab, USP

Amanda Guiraldelli {1, RTUSPARI%:E &4
Amanda Guiraldelli, Ph.D., Former Scientific Affairs Manager, USP

Mark Han, USPHR#E)R SEH E BHRAERI
Mark Han, Senior Scientist |l, Reference Standards Lab, USP
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This course will be only available to you for 14 days from the day of successful registration or until you mark it
‘Complete’ in your transcript— whichever occurs first.

B2 Fee: 1500 st AT/ A  RMB 1500/attendee

# 4 5 R Register Procedures:
1. RixE (REHRRA) #HITHELHRE.

USP-China Y%K /' :  USP-China account

WEK A Beneficiary: EZBIFERRBARS (L8 FRAF
k= Account No.: 6841 12464 120

#347 Bank: EEBITHERAF LEHT

2. REEAIEL: R/ e Ay AR A Invoice is available by express after successful registration.
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