PROSES KERJA PENILAIAN PEMOHONAN PENDAFTARAN UNTUK MAKLUMAT BAHAN AKTIF FARMASEUTIKAL
BAGI PRODUK NCE & GENERIC (MENGANDUNGI SCHEDULED POISONS: PARENTERAL & ORAL DOSAGE FORM)

[QUEST 3+]

v

APPLICANT

Fill in APl information’ in the Quest 3+ system (Part Il S)

APl MANUFACTURER

le
L 2

SCREENING OFFICER (API, PPP)
Screen Part Il S information

v

(For DMF Option):
Submit DMF (complete $1-S10) to

API section, PPP
*Application without a complete DMF (open
part and closed part), will not be screened.

NO
Screening Approved?
ADMINISTRATIVE OFFICER
Approval of Payment for Product Registration
A 4
APPLICANT
Submit APl Information (S1-S10) in CD together with

Letter_API_(PPP)_V1® to APl Section, Centre of Product
Registration (PPP) within 5 working days from the approved
payment date.

v

APPLICANT
Submit API information (S4 Control of
Drug Substance) in CD, together with
Letter_API_(PKK)_V1* Laboratory
Services Section, Centre of Quality
Control (PKK) within 5 days from the
approved payment date.

*(Exempted for CEP Option)

to

A 4

EVALUATOR

API SECTION, PPP

PKK

Note:
DMF Option - Additional information will be requested directly

to APl manufacturer (via letter/email)

Evaluate API information and request for additional data
(via Quest 3+ system)

Evaluate API information and request for additional data

(via letter/email)

v

APPLICANT
Submit
additional data
via Quest 3+

Require
additional data?

NO

Require

additional data?

APPLICANT
Submit
additional data
via letter/email

YES

>
€

A

A

EVALUATOR
Open field to update S4.2 & S4.3 information in
Quest 3+ system

v

APPLICANT
Update API information in Quest 3 + system

!

EVALUATOR
Result (Approve / Reject)

v

APPLICANT
Submit final APl information (in CD) to API section

Note:

EVALUATOR (PKK)
Notify Applicant on evaluation
outcome
(via letter/email)

Refer 1Appendix 6: Guideline on Regulatory Control of API, ZTemplate Letter for API Submission to PKK and 3Template Letter for API Submission to PPP
** 1,2, and 3 can be access from website www.npra.moh.gov.my (Guidelines Central->Active Pharmaceutical Ingredients (API))
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