FLOW CHART ON THE SEMI-MANUAL SUBMISSION PROCEDURE FOR GENERIC MEDICINES APPLICATIONS FOR REGISTRATION
(FOR SCHEDULED AND NON-SCHEDULED POISONS)

#Applicant to fill in product information into Quest 3 system and save the application form (SAVED FORM)

v

Applicant submits CD (containing SAVED FORM with attachments as per QUEST 3 i.e product dossier application (QUEST 3/ACTD format ;)
together with cover letter — addressed to Head of Generic Medicines Section [applicant details including email address to be furnished]
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Additional information (CD) needs to be submitted
(if still intend to proceed with application)
A

Application (CD) to be screened by Screening Officer

NO

To send e-mail informing screening
rejection to applicant

Screening

A

approved?*

Screening Officer will inform the applicant through e-mail:

For applications/evaluation of - Status of screening (approval)

Active Pharmaceutical - Applicant to SUBMIT the application through Quest 3 system

Ingredient(API), kindly refer to the *

CARTA ALIR PROSEDUR ‘ # Applicant to SUBMIT the application (SAVED FORM) through Quest 3 system (Call No. will be generated) ‘
ADMINISTRATIF

PERMOHONAN/ PENILAIAN +

BAHAN AKTIF FARMASEUTIKAL *Screening Officer) to login and verify the information in QUEST 3 system & click APPROVED FOR PAYMENT
SECARA SEPARA MANUAL

UNTUK PERMOHONAN BARU +

PRODUK GENERIK # Applicant to make payment (print voucher through Quest 3 system) & receives RefNo |

‘ *Head of Section/Unit to assign the application to evaluator through Quest 3 system ‘

Evaluator to :
- evaluate the hard copy documents/CD and correspond with applicant through e-mail
- receive additional data in hard copy or CD from the applicant

(application will remain in evaluator’s IN TRAY throughout this process)

NO

Evaluation

satisfactory?

—J*Evaluator opens relevant fields for updating & sends product/application to the applicant (Evaluator’s KIV TRAY)

v

# Applicant to upload the latest data/documentation in the Quest 3 system including compilation of all queries, evaluator’s remarks &
applicant’s reply into section E12 and submit to the evaluator (evaluator’'s CORRESPONDENCE TRAY) . Applicant is responsible to ensure
that the information in the Quest 3 system is as agreed at the final stage of manual evaluation

'

* Evaluator to verify the information uploaded in the Quest 3 system.

Note:

Applicant to update the information as agreed NO

Documentation * Head of Section/Unit/

Evaluator/Screening Officer has to
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* Evaluator to click REJECT and prepare the

evaluation report -rejected during evaluation eg BE or PV
related issues, no reply from applicant for >6 months

complete?

access Quest 3

*Evaluator to click APPROVE and prepare the evaluation report # Applicant has to access Quest 3
APPEAL +
The final evaluation of hard copy/CD prior to ——— - - -
‘HAppllcatlon is presented to Drug Evaluation Committee (JKPP) and DCA meetings
product REJECTION will be referred to as the most
current information that will need to be uploaded into

Quest 3 by the applicant along with the L B m

additional/supporting data that addresses the reasons

for Rejection




