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Türkiye’de İlk Kez Düzenlenen

“İlaçta Toplam Kalite Standartları” 

Konulu

 Bilimsel Toplantı

31, Ekim 2007

Çarşamba

İstanbul

Yer 

: HILTON İSTANBUL – TAKSİM

Zaman
: 08.00 – 17.00

Not

: Simultane Tercüme yapılacaktır.
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First Annual Science Meeting

Quality Standards for Medicines

31, October 2007

İstanbul

~ Agenda ~

_______________________________


The planning committee is pleased to present the First Annual Compendial Science Meeting in the Turkey.  This Annual Meeting supports a science-based dialogue on compendial topics--documentary standards and allied reference materials when needed.  These standards assist manufacturers in gaining market access and producing good quality, safe and effective medicines.  The meeting is of interest to manufacturers of medicines and their ingredients, exporters and importers of bulk pharmaceuticals; regulatory scientists, representatives of national drug control laboratories, professional and academic scientists, policy makers, and other interested parties.  

Meeting Topics

08.00-09.00

Welcoming- Registration
09.00-10.00
Topic 1: Monographs—Small Molecules

This session will focus on the practical aspects of the compendial monograph:  development, entry to official status, specifications, link between drug substance/drug product specifications, use in regulatory filings, testing (conformity assessment in QA/QC laboratories and elsewhere), out of specification results, adulterants and contaminants, and legal implications via GMPs.  

10.00-11.00
Topic 2:  Verification of Compendial Tests



This session will focus on how to verify that compendial procedures are suitable for a specified article (drug substance, drug product, excipient).  Topics will cover whether all procedures must be verified, how much deviation can occur before revalidation is needed; what to do if verification is not successful, timelines, need for reverification.  Special consideration will be given to when verification leads to a need for validation. 
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11.00-11.30 Coffee and Tea Brake

11.30-12.30
Topic 3 – Reference Standards

This session will consider measurement science aspects relative to primary reference materials (RMs), RMs used in proficiency testing, check samples, certified RMs (CRMs), qualification of secondary standards, regulatory aspects, out of stock settings, new opportunities.
12.30-13.30 Lunch Break

13.30-14.30
Topic 4: General Chapters:  Impurities


This session will focus on US and European approaches to the three main types of impurities defined in ICH—organic, inorganic, and residual solvents impurities.

14.30-15.30
Topic 5:  General Chapters:  Harmonization


This session will provide an overview of harmonizing activities in WHO, ICH, and the Pharmacopoeial Discussion Group (PDG) focus on quality topics.  Special consideration will be given to the new WHO bioequivalence/dissolution approaches, to ICH Q8, 9 and 10 guidelines, and to PDG progress and future.

15.30-16.00
Coffee and Tea Brake

16.00-17.00
Topic 6:  Polymorphism




This session will focus on how polymorphic forms, including crystalline and amorphous forms as well as solvate and hydrate forms, affect regulatory filings, and compendial standards.
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