gooo 0000000000000000000  Product & Process List

1. 000000 D0DO0DO0O0ODoDO0oDO0oO0OoOD0O0dOd| Product category for export to Japan
000000000000 DO000O000 Tick the applicable open square(s).
ADO O OO Drugs
O oot boD0b D0 L0000 bobboDboobo0obUoob o
goooooobooobbooono Biologics, Drugs with national certificate, Drugs
produced by recombinant DNA technology, Drugs using cell culture technology,

Cell/Tissue therapy drugs, and Specified biological products
O ODDoDOooOooad Radiopharmaceuticals
O ooooaod Sterile drugs
O OO0OO0OOODOODO Drugs other than those indicated in the preceding three items
BOOOOOO Quasi-Drugs
O O0ODoDOoOOoodao Sterile quasi-drugs
O oooDooooooao Quasi-drugs other than those indicated in the preceding item

2000 00000000000 O0OO0ODO0O0OO0OO0ODOO0OODOAO]| Product & Process List for export to Japan

Oo00DO0oO0oo0ooOooooao
Oo0o0oooao
Remarks

gogdd o o d g o o o
No. Product Name Applicable Manufacturing Process

00 00 (Notes)

0 OO0o0oo0ooO0ooO0ooO0ooO0oOoO0ooDO0ooOooOoOoDOooDOoooOooOan
Include the all products designed for the export to Japan in this form.

oo0oo0o00oo0ooo0o0oo0Do0oO0oo0DoDo0oo0DoDo0oDo0DoDo0DoDoDoDo0DoDoDoDooDooOOoan
00000 o0ooOObooDooO0ooDOooDOooODUOooDOooODO0oo0DUOooODO0ooODO0O0OUOO0O0Oo0oOo
Enter the manufacturing process ( synthesis, refining, drying, package, labeling, storage and/or
testing etc. for drug substances, and mixing, granulation, tableting, package, | abeling, storage and/or
testing etc. for preparations,) in the column of“ Applicable Manufacturing Process”

0 0OO0o0o0o0ooO0oo0oo0oo0o0o0DoO0OoO0oDO0DoDO0oDO0DoDOoDoDOoDoDOoDoDOooOOooOOn
o0oo0oo0ooUooU0ooU0ooDU0ooOU0ooUoOoDU0ooDU0OoU0oOoDUoDU0oOoDUoOoDUooDUooOoDooODUOooDoOOoOd
oooao
For biologics, drugs with national certificate, drugs produced by recombinant DNA
technology, drugs using cell culture technology, cell/tissue therapy drugs, specified
biological products, and radiopharmaceuticals, attach an outline of any additional processes.

0 0DO0D0OO0O0D0o0o0oDooOooo0ooU0oU0oU0ooDU0oDO0ooDOooDOoDOooDOooDoOoDoOooDooOo
Enter the product category, thename of marketing approval holders in Japan and other items to be
referenced for the facilities and equipments of the sitein the column of “ Remarks”.

0O 0OO00o0o0ooO0ooOooOooOoo0 Ad000000
Use paper of Japanese Industrial Standards Size A4.



