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E'H‘&ﬁit : ‘ﬂﬁﬁ B UD_%&U@EEIEK B9 583 Product & Process List

]1 AACHEHHETFELTVIHRERAD 5y 5| ‘Product category for export to Japan
L THEAOMICF =y 2 EAND T L Tick the appl1cab1e opexn square(s)
A. EX S Drugs
O EMFEORE. @%ﬁi@%%\<iﬁfi%%ﬂﬁi&ﬁfmﬁ - %Wﬂ@'fﬂiﬁﬁ“ﬂﬁﬁq EFEH
#ha MEERRS, WTEEY BB Biologics, Drugs with national certificate, Drugs
produced by recombinant DNA technology, Drugs using cell culture technology,

. Cell/Tissue therapy drugs and Specified b1olog1ca1 products
O BEEEER Radmpharmaceutlcals A
O #EEEESK Sterile drugs . ,
0 J::J:’.UJ’FO) E%m Drugs other than those mdlcated in the precedmg three items
B. E%ﬁﬁﬁnu Quasi- Drugs
O EEFEEWIMH  Sterile quasi drugs
0O LRSS EEHMN S Quasi-drugs other than those mdlcated in the precedmg 1tem

2. AREIC iﬁ HEFEL Tn LRER EUJ - % R OB E T Ei Product & Process List for export to Japan

WE (HEOW. MR
EEELS)

Re”marks

—EES B A » ME TR
No. - - Product Name . Applicable Manufacturing Process

'(_GEJ“) (Notes) . e :
1 ERTORERAACHEEFELTCNILTOREXED S I L,
Include the all products designed for the export to Japan in this form.
2 THEETE) Mic RTRAZRRT S (R BEOBA (8K, AR, Eﬁﬁ% z§
RN, RE. RBR, §<§1 HmaE TRE, ER. . A%k, KRR, BE. W)~
" .Enter the manufacturmg process ( synthesis, refining, drying, package, labeling, storage and/or
testing etc. for drug subsiances ‘and'mixing, granulation, tableting, package labeling, storage and/or
-+ testing-etc. for preparatlons ) in the column of “Applicable Manufacturmg Process” '
3. EMEHEA. @%ﬁﬁ:’[&%uu\ BEFABRBIFSAERS, 0 5%R RIS A B .
' ﬁﬂﬂ@r‘ﬁﬁﬁzﬁé%un\ %ﬁé%ﬁ%@cuu‘ ﬁ%&@%nn@%/‘\ i 2']1% ﬁgl%@%ﬁ%%%%ﬁﬂ" '

LI &, ‘

For blOlOglCS drugs with natmnal certlflcate drugs produced by recombmant DNA
technology, drugs using cell culture technology, cell/tissue therapy drugs specified
b1olog1ca1~products, and radiopharmaceuticals, attach an outline of any additional processes.

4 THEZBIMICIZ. YEOYN. BAOREREEEL. T OB E L RAEHRERBRTHI L,

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 ZOoHRAOKE X, BALERBAMLTH L, E
yUse paper of J"apan(c‘se Industrial Standards Size A4.
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