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ESTE T 78:1"'7‘1? LTWaEERHA &)é}ﬁlvl’roduct category for export to Japan
YUTREHIOMic 5‘ =y 7 %AN%BZ L Tick the apphcable open square(s)
A E¥ 5 Drugs
O é%%ﬂﬁi%‘l E%*ﬁﬂi[%unv 42:??@?@2.&%53% l:s'%un\ ﬁﬂ@i—‘%ﬁﬁ?ﬂ?}% - IN
H@ffﬂﬁit%‘éun L BEAEWE Ey “Biologics,-Drugs with national certificate, Drugs
produced by recombmant DNA technology, Drugs using cell culture technology,

- Cell/Tissue therapy drugs and Specified biological products -
O A& lil:ﬁ':ﬁ: Radropharmaceutmals . ' : )
O |BEEESE Sterile drugs ; ‘ .
(WK J:.%EPJJ?FO) L’E%uu Drugs other than those 1nd1cated in the precedmg three items

B. [E 5 5 Quasi-Drugs ‘
O EHEFXMSME Sterile quasi- drugs o , ,
O LEUUSDOERHHA L Quasi-drugs other than those 1nd1cated in the precedmg 1tem
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‘No. - | Product Name . Applicable Manufacturing Process

(EE) (Notes)
1 naﬁli'a—éunﬁliK%luiﬁﬂj’%%ﬁbfb‘éﬁT@nnE%f &JZD\_.}:

Include the all products designed for the export to Japan in this form. . ‘
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CE®A RE RBRL RAOCEE TRE, S8, 8. 2%, FoR. RE. A,

~ Enter the manufacturing process ( synth_es1s, refining, drying, package, labeling,d storage ond/or
testing etc.- for drug substances, and mixing, granulation, tabléting, package, labeling, storage and/or
testing etc. for preparatlons ) in the column of “Applicable Manufacturing Process” - | '

3 AYFErEA. E%@EE%DD\ B’z %%ﬂ?ﬁ&x&ﬁh}ﬁ}ﬁ% ERL., MagEifs A E%uu‘

o ﬂ”@%ﬂ%lﬁ;’éun\ %Ei%mﬂ%%nu\ ﬁ&%l&E%numiﬂAﬁ Bl 3 | @LI&@%E&%H#

' &, ‘ :

For b1olog1cs drugs with national cert1f1cate drugs produced by recomblnant DNA
technology, drugs using cell culture technology, cell/tissue therapy drugs spec1f1ed
biological preducts, and radiopharmaceuticals, attach an outline of any additional processes.

4 THEB) MR, 2B, BAORERBEEL. TOMBE LR Z)%IE%:“B%H‘ZD &,

Enter the product category, the name of marketing approval holders-in Japan and other items to be -

. referenccd for the facilities and equlpments of the site in the column of “Remarks”.
5 *@%ﬁ@k%ém BATERBE ALLTEI L, ‘
_ Use paper of Japanese Industrial Standards Size A4.
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