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Implementation in practice
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Regulatory Expectations

e Attributable: Data should clearly state
who performed the action and when?

e Legible: Data should be easy to
understand, recorded permanently and
preserved inits original form.

* Contemporanecus: The data should be
recorded at the time workis performed.

e Original: Data should be preserved in its
original form or a certified true copy

e Accurate: Data should be free from error
and as per protocol.




GMP IX PAN-RUSSIAN \ MINISTRY OF INDUSTRY < X
\-/ GMP CONFERENCE '- AND TRADE OF RUSSIA

SIDs
GP

|',_~ & - "‘ <‘|
CIIaCHOO

spa-see-ba

.. thank you

>




ORGANIZERS GMP

' MINISTRY OF INDUSTRY X S G R O U P
Jamm "ND TRADE OF RUSSIA < ; =

GENERAL PARTNER STRATEGIC PARTNER

47 @ GEDEON RICHTER
. I ' PharmstandaﬂD ‘ Health is our mission

GENERAL INFORMATION GENERAL INFO AND ANALYTICAL STRATEGIC INFORMATION
PARTNER PARTNER PARTNER

GxP Goapmanglinureckud ©APMMEOMPOM
news IBIECTTIHITAIIEE



