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HTREA2OM T 2wy 2 ANB 28 Tick the applic_ablé open Square(s). ‘
A E;ﬁ; % Drugs
O A dpZ2e8lAl, @%Tﬁm[%un\ E{H?*ﬂ?ﬁ%i’ﬁ’i?ﬁﬁf)ﬁ E%uu\ g H@it%?ﬁﬁhﬁ}ﬁﬁ EHELR .
MIEMBERRL, SELE®D B S Biologics, Drugs with uatwnal certificate, Drugs -
produced by recombin_ant_ DNA technology, Drugs using cell culture technolog‘y, ‘

- .Cell/Tissue therapy drugs, and Speci_fied biolegical products
O HMEMHEERES Radiopharmaceuticals . :
O ZEEHEZES Sterile drugs & . ,
0 ksl I’ﬁﬁnu Drugs other than those 1nd1cated in the precedlng three items
B. EE4E Quasi- Drugs '
O MEREZEHARE  Sterile quasi-drugs .
L FRHEADEELIE Quasi- drugs other than those indicated in the precedlng 1tem

|2 AFR AT %ﬁ%%ﬁbfb\é’j%l_unn H_@**%&U@_%I%%]lPr_oduct&ProcessLis_tfofeXporttoJapan
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~No.. - Product Name . Applicable Manufacturing Process |, :

-Remarks

(FEE) (Notes) _ . ‘ 3 ‘
1 RETLIRAFFACHAZFELCVILETOREEEDH 2 L,
Tnclude the all products designed for the export to Japan in this form. o
2 THETE) MIess ﬂﬁfé_k(ﬂﬁ% REQSS (AR, BE. #E. BE.
&AL RE. BB BHAOBE TR, BE. TR, 8. 257, &%, B8,

Enter the manufacturing process { synthesw refining, drying, package labeling, storagc and/or
testing etc. for drug substances, and: mlxmg, granulation, tableting, package labeling, storage and/or
testing ete. for prcparanons ) in the column of “Applicable Manufacturing Process™ ‘

3 AR BA, lil%‘ﬁﬁﬂ&l:ﬁuu\ EETFHAZEREEEER, M BLEE BB ISR R EESR.

*flﬂﬂ@?ﬂ?r%ﬁ[iinn\ BEED B R ﬁfi%ﬂil:?euu@%/\ it EU METROME SR
HI k., '

For blologlcs drugs with national certlflcate drugs produced by recomblnant DNA
technology, drugs using cell culture technology, cell/tissue therapy drugfs, spécified
biological products, and radiopharmaceuticals, attach an outline of any addit-ional Processes.

4 THEHE]MIcR, HSEOMN, AAORERELESEL, COMBE LRI BRERRTH &,

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

. referenced for the tacilities and equipments of the site in the column of “Remarks”.
5 moﬁtmﬁ%ém BATEHKE A4 ETHI L,
Use paper of ]apancse Industrial Standards Size A4.
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