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. BcBHEFELTWIRELR @ 4 | Product category for export to Japan
ﬁ TRHEZ>ORCF=v 78 ANRD L Tick the apphcable open square(s).
. E¥EE Drugs
' D EHEHRA . @?fﬁﬁ:’lﬁ%nn\ ﬁﬁ%%ﬁﬁxﬁﬁﬁﬁ;}ﬁ lﬁﬁun\ MREEEFESHAERM.
MRERERER. RELED B8 & Biologics, Drugs with national certificate, Drugs
produced by recombmant DNA technology, Drugs using cell culture technology,

Cell/Tissue therapy drugs, and Specified biological products
0 BNEERS Radxopharmaceutl‘cals‘,
O ®BEXS Sterile drugs ,
[m] J:QEUJ’FU) E%rﬁ: Drugs other than those 1nd1cated in the precedlng three items
B. EM% ) Quas -Drugs
0O EEEFEBS S Sterile quasi-drugs
O LRUAODEESHH Quasi-drugs other than those mdlcated in the precedmg ltem

2. 7 I 8 1 %:f"ﬁ:’ LTw5 &ﬁﬁ H b—ﬁ&@&iﬁlﬁlr Product & Process List for export to Japan

— , ek ‘
— T & B & - M@ IR ﬁiéﬁﬁ?m‘“ﬁ“
No. - Product Name Applicable Manufacturing Process |. .

- B -Remarks
(ER) (Notes) - . -

1 BETIHBRABICHY E’”f""n:’ Lru\aérmm B ’5:“3&')6 L.

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

2 TRETRE) R RIEA ’i"’ﬂﬂ&?’% L (RERM BEOHBA (AR, B, &R, ‘e‘l.ﬁé‘

CRE, RE. RR). HAOKS TRE., &8, TE. agk, ®R, RE. BR). -

.Enter. the manufacturmg process ( synthe31s refining, drying, package, labeling, storage and/or
testing etc. for drug substances, and mixing, granulation, tableting, package, labeling, storage and/or

- testing etc. for preparatlons ) in the column of “Applicable Manufacturing Process™ - .

3 AHTOHAN. DEREEER. UETFARABRFSHAEES., MRBEHFLEA E%uu .
ﬂ!ﬂﬂ%ﬂﬁlﬁ%m\ ﬁ"n;’&%ﬁa W& ﬁk%&l’é%nuoiﬁ’*lﬁ 5']:% MﬁIEOﬂg%ﬁ%HT
T e, :

For bxologlcs drugs with national certificate, drugs produced by recombumnt DNA
technology, drugs using cell culture technology, cell/tissue therapy drug,s specified
biological products, and radiopharmaceuticals, attach an outline of any additional processes.

4 IMEZ) MR, 48eH,. B EOBEBRREEL. TOMSZLR2PHERRT DI &,
Enter the product category, the name zof marketing approvel holders in Japan and other items to be

. referenced for the facilities and equipments of the site in the column of “Remarks”. - ‘

5 COWMADOKEEF, BATERAB A4 LETHI L, '

i Use paper of Jap‘ane‘se Industrial Standards Size A4.
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