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, AIRAR WEHBO—BERUOEE TRICET5EE Product & Process List

[. ABCHBHEZTFTELTCVASEELE O /}}ﬁl Product category for export to Japan
¥ TRXEL>OMICF =y 7% ANS5Z L  Tick the applicable open square(s).
A EEFE Drugs ’ k
O £9%HuA BERCERS BETHARABFCHERS SHREEEWREAEERSR.
MEEGEEL, BELEWHE KBS 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 %&EEZES Radiopharmaceuticals
O #BEEXEMS  Sterile drugs ‘
O EfmUADEZESE Drugs other than those indicated in the preceding three items
B. EEH I 5 Quasi'Drugs '
O EFEEEESN S  Sterile quasi-drugs
O ERUADEEHN S  Quasi-drugs other than those indicated in the preceding item

2. A Kﬁlﬂj EFELTVLHEESR H@“E’:&Uﬂlﬁflﬂl Product & Process List for export to Japan

wE (HEOH. HER

—HEEE = B & #E I B ,
- . N REELE)
No. Product Name Applicable Manufacturing Process :

Remarks

(EE) (Notes) :

1 RETI2REHEHAACBGEZTFELTCVDIE2TOREEZEDH I &,

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

2 THETR) MICHRIBLA 2R T o2& (R8EF: BEOES AR, BE., &R, 8%,

CERTRE.RBR) BAORE TREG. SR, T, 8%, X7, B#%. RB)).-

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

3 AMEFENRA, BFREEEL, B FHAEABRNICHERR., MREEEHESAERS.
MRAREERL, FEEADBERREL, KAKEESOBE ST, g, BETRBOBMELZRMT
52k,

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 THEIMCI. 28O, BADHERTEEEL. TOMBELRIEELZERT I &,
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 IO0oHRAXOREESE., BALTERK A4 LT HZ L,

Use paper of Japanese Industrial Standards Size A4.
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