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BSERER, BhEs B o—EBROELE TEIZET 225 Product & Process List

L. AFicHmHEFEL TV 58588 B 028 Product category for export to Japan
YUTREAOWMCF v 7 E’)\ﬂ’bé & Tick the applicable open square (s) .
A. EER Drugs
O &%HZFrild, BERREERS, BEFHEBRZBENCAERR, MiRSEEFSRAERS,
FERRAEARIE SRS, BEAWHERS  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 BF*EHR Radiopharmaceuticals
O #EERES Sterile drugs
O LA OESS Drugs other than those indicated in the preceding three items
B. EEGAS Quasi-Drugs -
O EEEEHSS Sterile quasi-drugs
. O LEREMIOESEER/R Quasi-drugs other than those indicated in the preceding item

L. ZF?ENC@-{:H ETELTWHEESE ®—ﬁﬁﬁ§iﬁlﬁl Product & Process List for export to Japan

- o o % (HEoM., BE |
HEE m B 4 mEIR S )

No. Product Name Applicable Manufacturing Process Remarks

(EE) (Notes)
1 FE#d5emE BAHICRHEFELTWE3LTORBEEZEHER I L,
Include the all products designed for the export to Japan in this form.
2 MU TIE ) M TR 2 RT3 & GER : REOBS T4/, i N ﬁi);% 25N %T\ "
. ARy, BRI OFS Ee. &k, {8, A, &R, /RE. A8, e
'Enter the manufécturing process (synthesis, refining, drying, package, labeling, storage and/or
testing ete. for drug substances, and mixing, granulation, tableting, package, labeling, storage and/or
testing etc. for preparations,) .in the column of “Applicable Manufacturing Process”
3 EMFHEE, BRREERR. B TARY X BRI R IR, AR BTG IR SRS, ARAGAR A
ERS, HEADAERNS, BAHEERSOBREE. Bk, NETROBEZRTTDZ L,
. For biologies, drugs with national certificate, drugs produced by recombinant DNA technology, drugs.
using cell culture technology, cellftissue therapy drugs, specified biological products, and
' radiopharmaceuticals, attach an outline of any additional processes.
4 &l Wicik, KBE0R, BRORISRFEEA, TohsEL fﬁé?ﬁ%‘ai‘ﬁ“é &,
Enter the product category, the name of marketing approval holders in Japan and other items to be
referenced for the facilifies and equipments of the site in the column of “Remarks”.
5 IOFADRESIZ, AMdLTBHTE,
Use paper of Japanese Industrial Standards Size A4.
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