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BIMERER %ﬁﬁEQ—%&U@ﬁlﬁlCﬁﬁfégﬁ Product & Process List - - ' \7

|l. A B :‘:b' e % ELTWDEEL L OS5 iﬁl Product category for export to Japan
HTEELHDOM ._'.? =9 ZEANDZ & Tick.the apphclable open square(s).
A EE in Drugs
O E%%E“Jiﬁ“ @%lﬁﬂi[%un\ lﬁlﬁ?ffﬁlﬁx_ﬁﬂrﬁ}ﬁﬁﬁﬁnn\ tﬂlﬁ‘ﬂ EREWERAEESR.
H@. tﬂﬁi l:% M. BE E%‘ S ;l_é%:l:m Biologics, Drugs with national cert1f1cate Drugs
produced by recomblnant DNA technology, Drugs using cell culture technology, '

- .Cell/Tissue therapy drugs and Specified hlologwal products
o Boat i R g dn Radlopharmaceutrcals ‘ '
] ﬁ%@inu- Sterile drugs | : .
o kt UL SO Iz & &% Drugs other than those 1nd1cated in the precedmg three items
B. Eﬁ“‘ﬁf’l‘ oo Qua31 Drugs : '
O #EEHKEA R Sterile quasi- drugs . , : o
O ERU4oERSA S Quasi- drugs other than those 1nd1cated in the precedlng 1tem

. [2 A F ﬁﬁ H o E L 'CI/\Z) %%fnf & 5‘0) %. Py I&| Product & Process List for export to. Japan
| ' | #E (AEoR MR
7 %5% %)

‘Relmarks

—EEZ m B & : ¥ T 2 .
. No. - | Product'Na'me ‘ Applicable Manufacturing Process

(ER) (Notes)
1 nﬂﬁﬁ‘ﬂ‘éun iﬁﬁl\-ﬁﬂji’:’l’ﬁbfb\ééf@nua%:'Eabéx_& )
. Include the all products designed for the export to. Japan in this form.

2 I®iEIRE) Mot TR 4 %‘:“Eﬁ@‘% Tk (REH BEOBE (AR, FR. BB ﬂ*t\

CRA, RERR) RA loga TRe, Eh. T, Bk, TR, BB, B,

" Enter the manufacturmg process ( synthcs1s refining, drying, package labelmg, storage and/or
testing etc. for drug substances and mixing, granulation, tabletmg, package, labelmg, storage and/or
testing etc. for preparatmns ) in the column of “Applicable Manufacturing Process” '

3 EBERHEA, EFEREESMH. EETHAZEREAERR. A Rel 55 2 B9 5 A EES,

| #EH@%E%&E%:.:.\ %Tt’é%mkﬁwn\ ﬁﬁ[%ﬂélﬁian DA, B i imi&@ﬁ%%ﬁﬁ"ﬂ‘

R S .

For blologrcs drugs Wlth mational cert1f1cate drugs produced by recomb1nant DNA
technology, drugs using cell culture technology, cell/tissue therapy drug,s, spécified
biological preducts, and radiopha—rroa-ceuticals attach an outline of any additional.proccﬂcs

4 B MICik, SEOR, AFOREREEEL. EOMEEL R FARERT A 2L,

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

, referenced for the facilities and equlpments of the site in the column of “Remarks”

5 ccoﬁit@jt% i, BALERE A4LTBED 2,

. Use paper of ]apancsc Industrial Standards Size A4.
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