Application and approval procedure for imported drugs(2)

Aubrmiszion of clinical trial results and other amended or supplementaty data by applicant

|

Acceptation by SFDA

l

Technical evaluation by CDE (120/100 days)

Complementary data from applicant
* within 4 months by a whole

Supplementary data evaluation by CDE (40/25 days)

Feection or return +7 Final decision by SFDA (40/20 days) Notes: Days before

for wariations that need
approval and that after
Approval of import drug application slantly line are the timeline
for variations that require ondy
notification. All 1n working
days.

l slantly line refer to timeline




