
APPLICANT 
1. Identify products eligible for submission (12-15 MONTHS prior to expiry of 

product registration) 
2. Prepare API information as required 
3. Ensure no pending variation/saved forms for the product 
4. Fill in Form  RegA1 online via NPRA website   
 
Note: 

 Submissions < 12 months prior to expiry of product registration will not be accepted. 

 If DMF closed part is required. It shall be sent to NPRA BEFORE submitting Form RegA1. 

ADMINISTRATIVE PROCEDURE FOR REGULATORY CONTROL OF  ACTIVE PHARMACEUTICAL  
INGREDIENT (API) IN  REGISTERED PRODUCT CONTAINING SCHEDULED POISON  

API SECTION, PPP, NPRA 
Screening for eligibility 

Eligible? 

Inform Applicant 

No 
Yes 

API SECTION, PPP, NPRA 
1. Enable “Section S Revision” in QUEST3+ 
2. Notify applicant (via email) to update within 30 calendar days.  

APPLICANT 
1. Upload API Information (S1—S10) in QUEST 3+ within 30 calendar days 
2. Send a CD copy of S4 to SPM, PKK*  
        *Only for Anti-infective APIs with ACTD & DMF options 

Anti-Infective APIs 

APPLICANT 
Submit additional data   

(if required)  

Satisfactory? 

API SECTION, PPP, NPRA 
Update database for renewal reference 

APPLICANT 
Update API Information in QUEST3+  

No 

Yes 

Others  

PPP 
Evaluate API information and request 
for additional information via email 

PKK 
Evaluate API information and request 
for additional information via email 

APPLICANT 
Submit additional data   

(if required)  

Footnote: 
PPP- Pusat Pendaftaran Produk, Centre for Product Registration 
PKK- Pusat Kawalan Kualiti, Centre of Quality Control 
SPM-  Seksyen Perkhidmatan Makmal, Lab Services Section  
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