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R WSSAO—BRUMESTRICKT58H Product & Process List - .

. ABcHHEFELTCVI2HELH @%iﬁ] .Pro'duct category for export to Japan
MTEESOMICF =y 78 AN B  Tick the applicab‘le open square(s). -
A E#¥ % Drugs g
0 ﬂi%%ﬂﬁiﬁu @%@EE%BD\ ﬁf“ %%ﬂﬁz.&ﬁh’mﬂq Eﬁuu\ i ﬂﬂf‘"%&@ﬁ'ﬁﬁﬁ EEML
H@%ﬂﬁ[ﬁ%nu L BEAMBEEBLA  Biologics, Drugs with national certificate, Drugs
produced by recomblnant DNA technology, Drugs using cell culture technology,

. Cell/Tissue therapy drugs and Specified b1olog1ca1 products _
O s i E R o Radlopharmaceutxcals , ' : '
O EEEES Sterile drugs ,
0 tzpio =¥ & Drugs other than those 1nd1cated in the precedmg three items
B. EX®NE Quasi-Drugs :
O EEEXEHSML Sterile quasi- drugs .
0 LR EEESA M Quasi-drugs other than those 1nd1cated in the precedmg 1tem

2. A#ic ﬁﬂj%%n‘: L'Cb‘éizfuu E (D %&Uﬁzl_l@ Product&ProcessL1stforexporttoJapan

W= (HEOB. BER
TKE L)

-Remarks

—wE% | & A 4 - Mo TR
No. - Prod_uct Naxrxe : Applicable Manufacturing Process

(EE) (Notes)

1 ﬂﬁfémaﬁﬁﬁk%m%?mbrwéérmmﬁ& bé*k

Include the all products designed for the export to Japan in this form.
ZFiEIEJﬁkﬁIEZ%ﬁﬁféuk(?ﬁm BEEOBE 4l R, %& ﬂﬁ
‘ﬁT RE., R, HAOLEE RE, B/ TE. A, ®R. BE. AR

Enter the. manufacturmg process ( synthesm refining, drying, package labeling, storage and/or
testing etc. for drug substances, and mixing, granulation, tablctmg, package ‘labeling, storage and/or
testing etc. for preparatlons ) in the column of “Applicable Manufacturing Process” " . '

3 EmFHRA. E%@EE%m\@h%mﬂxﬁmm%E%m\/Mﬂéﬁmmﬁﬁﬁm\
;'mmmﬁcﬁm\eﬁiwmxem\mheeﬁm@%Ai CIE ifl&@ﬁg%%ﬁf
BTk, .

For b1010g1cs drugs with national cert1f1cate drugs produced by recomblnant DNA
technology, drugs using cell culture technology, cell/tissue therapy drug,s spécified
biological products, and radiopharmaceuticals, attach an outline of any additional processes.

4 THEZEIMCE. HEOMN, RAOREREEEL. TOMSEL R FHZERT DI L.

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

. referenced for the facilities and equiprhcnts. of the site in thé column of “Remarks”. " ‘
5 ZOBROKETSIE., BATERBALLTHI L,
) ste paper of J‘vapanc‘se' Industrial Standards Size A4.
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