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BIRER gxER B O—BRORSETERIZET5E8E Product & Process List

ﬁ. AR E FEL T\ 5B &R HE © 4| Product category for export to Japan
Wi EAOMIF =y 7 %AD& Tick the applicable open square(s).
A, EHEE Drugs i
O A%y EBXEREEELH . EETHEBARKICAERS. mEEERRCAERR.
M GEES, BEAYWHEKES  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 HsMHERXRSE  Radiopharmaceuticals
00 #EBHEREM Sterile drugs
O E@EUADEZESE Drugs other than those indicated in the preceding three items
B. EEE 4 & Quasi-Drugs
O #EEEEIMNSE Sterile quasi-drugs
O FRUANOEEZI S Quasi-drugs other than those indicated in the preceding item

R. AfiicEmE 2 FEL TV MIER 50)—‘%&0“@‘1‘:’51% Product & Process List for export to Japan

e (B0, BER
TCEELE)

Remarks

—EEFE wm B 4 : &)l & I &
No. Product Name Applicable Manufacturing Process

(&%) (Notes)

1 ?E?%fé?‘ééjuﬁGiﬁ?[ﬂ:iﬁﬁtﬁ’%?ﬁ?bfb‘ééf@ﬁnﬁ%ﬁbf)é:ko
Include the all products designed for the export to Japan in this form.

o IMBETE) MU TRAZRH® TS L (RHA: REOHE TR, MR, iR, gk,
2R RE. ®B, Baops TREe. &8, &, 2%, £57. &, AR
Enter the manufacturing process ( synthesis, refining, drying, package, labeling, storage and/or
testing etc. for drug substances, and mixing, granulation, tableting, package, labeling, storage and/or
testing etc. for preparations,) in the column of “Applicable Manufacturing Process”

3 Aprmuy EFREFEEL. BETHRABRFESAERR. MEAEEREREBER .
MIEEGEERR. BEEPBRNLE. RAKEELOE AL, &, BMETROMELRMNT
5k,

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

4 TEEZ RIS, RAOREREEEL. TOMBEL nAHAEEFTRTDOI L.
Enter the product category, the name of marketing approval holders in Japan and other items to be
referenced for the facilities and equiprﬁents of the site in the column of “Remarks”.

5 IoOBROKETSE., AALERKALLTEI L,

Use paper of Japanese Industrial Standards Size A4.
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