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BARE S B O—E R ORIE TRIZET 5E8  Product & Process List

|1. AIicwmb s TFTEL T 2HEMHEBE O éy\iﬁl Product category for export to Japan
Vo FEs0O0MICF =y 7% AN D & Tick the applicable open square(s).
A. E¥ & Drugs
O EwFEiA BERREEES, BE 7 E8R 2 SIS B E SR8 580 E &,
ML R E A, AW AR kRS 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 MEMEEKY Radiopharmaceuticals
O MEERKMS  Sterile drugs
O EfLi4oEZ S Drugs other than those indicated in the preceding three items
B. E#¥,HH Quasi-Drugs
O g EEKEHHN S Sterile quasi-drugs
O ERUA0EFKET/ S Quasi-drugs other than those indicated in the preceding item

R. Atz PELT VL2 HMENRHE O %% ORI L] Product & Process List for export to Japan

i % (OB, fE R
TERH N E)

Remarks

—HE 5 o B 4 o TR
No. Product Name Applicable Manufacturing Process

(#EE) (Notes)

1 SHITA2HBAFIARICHHEZETELTVWLILETOREEED LI L,

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

2 TRETR) Mt IRz ® T2 8 (B8 REOLAE TE. KR, i, ik,
oo, RE. KB, WHOGHE TRE. Eh, 7186, %, x5, RE. B,

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

3 AEFHRA, BEEREEKS., BEFMER WS A EKS . ME & RS A E KR
MR EES, FEEADA RIS, BMAMEELOLGG T, Mk, RETROMEL KM T
HZ &,

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.

4 Mg Z ] Micix. 2O, PAORERTH(EES, TOMBBZ LRI FHEZEHT L2 &,
Enter the product category, the name of marketing approval holders in Japan and other items to be
referenced for the facilities and equipments of the site in the column of “Remarks”.

5 oo REiE, AARALERK A4 LT DL,

Use paper of Japanese Industrial Standards Size A4.
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