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ANNOUNCEMENT

*************

Minister of Ministry of Health

To inform




Mr./Ms. The Director of Pharmaceutical Companies,




Mr./Ms. The Director of Representative Offices,




Mr./Ms. The Director of Pharmaceutical Enterprises

Subject :
The implementation of Registration according to the ASEAN  Common 

                      Technical Dossier ( ACTD ) Format


The 13th ASEAN Consultative Committee for Standards and Quality Pharmaceutical
 Product Working Group ( ACCSQ PPWG ) Meeting in Kuala Lumpur, Malaysia on July 2007 noted to the ASEAN Member States to implement the Registration according to the ACTD format by January 1st , 2009, which include Parameters and Components based on the ASEAN Common Technical Requirement (ACTR ) and ASEAN Common Technical Dossier ( ACTD ) that were adopted and endorsed by the Pharmaceutical Product Working Group ( PPWG ). ACTD comprise 4 parts :
· Part I  : Administrative Dossier and Product Information

· Part II : Quality Document

· Part III : Non-clinical Document  ( Safety Document )

· Part IV : Clinical  Document  ( Efficacy Document )

The Kingdom of Cambodia has amended and corrected its Drug Law according to

the parameters and components of ACTD and have propagated and received the unity by the Workshop on Dissemination of Drugs Regulations and Policies on December 14th to 15th , 2009, which will be implemented :
· Part I : Administrative Dossier and product Information by February 1st, 2010

· Part II : Quality Document by March 1st, 2010

Bioequivalence document is required to be submitted along with the Quality document for those Generic Products listed in the List of Molecular requires for Bioequivalent Study.


On the other hand, Quality document, the Non-clinical document (Part III) and Clinical document (Part IV) are necessarily required to be submitted for the Registration of New Chemical Entities (NCE) and Biotech products.

Thus, the Registration according to ACTD format will be implemented according to the above defined date in order to be fully implemented by March 1st, 2010. 


For further information, please contact Department of Drugs and Food, Registration Bureau, 

Address 
: 
# 8, Ung Pokun Street, Mittapheap Quarter, 7 Makara District, 

                                 Phnom Penh, Cambodia

Telephone 
:
( 855 ) 23 88 02 47/48, ( 855 ) 12 888 150

E-mail
:
skh@camnet.com.kh
To the above information, may Mr./Ms. the Director of Pharmaceutical Companies, Director of Representative Offices, Director of Pharmaceutical Enterprises be well prepared for the required document(s) of the Registration according to ACTD format; and the application will be accepted from February 1st, 2010.

I strongly hope that Mr./Ms. will efficiently execute this information.

Sincerely Yours,

    For Minister

Secretary of State

Signed and Sealed

Pharmacist CHOU YIN SIM


