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TADT S RTFHFA v, BB s a— Vi, B4 FEROEEH,
FIRIFT A DRI & € DRBIZ OV TORBBHFITREN TRV ED
MENHDBIND,

O,it\ﬁ%%K$¥&LT§%\7m—ﬂwmﬁﬁbfw<i5t%®«
WEZITOZ EHROLNA,

O Hiz. B4 - RERSSOSE CIERROH BRI EE OO F v —
GEREDSZENZNT b, BFESED» LRV F v —aEE%) PMDA
DFEEZITRoTVWEIEEZRISTXETHD, (2. (1) &8)

(6) ZTOMME2HIH

1) EAREIYE & OEE

O Amet& THCKE FDA, JE PEL {AE AFSSAPS (Agence Francaise de
Securite Sanitaire des Produits de Sante) 7>5HEFE A BIE L, ¥H TOH
ML RBER Lz, BAE - MREERGICOWVWTIE FDA, EMA 72 EiEstH
HY R NEREESOEFELED TWAHALEIATHY, AEEEFDHE
(RE & DIERRENED LN TN D, A%, EARHNUE L LHEHELSD
VELRIEEGEOEREZED TN RETH D, :

O FHMEIZ FDA, EC/EMA 72 & & EEMEOTMIERICE L TOWHI &f
ATEY ., CNECTLERS, EFEEOEE, ZeMEHORHIEIT-> T
W5, BAE - REERSICONTL ZOWB IO T THEE, BEEFROE
B A ED TN RETH D,

2) BfRFES L 0EHE

O B4 - filEFERBIZOW TIIBERIHOBRE CIIZICHEEIC L VERE
DD HND, ZhbDORIMLBIFEEED, £, PMDA IZ L AHHK - HFAMN
MAEIcED b5 7=HIcid, BERERE., BEEAOHESERENEETHY
FOIODOBRFESLHFLEREOERRBOBERITLHZEVERTHD,
# 21, PMDA | B ABFAERES & BLOEERIZOW THEERIZE RASH
5 ZETEEL, TCICERARBEABHELTRBY, 20 &> 2EMA%
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FEBEIIAT > T ZEDREETH 5,

O FHA - MRERMLOZ IIMREEN L2, T, BRICEDHFEM
EHRoh D, EERISMHER, IRHHER (BHETHERE) ., ARBHFEROR
FMEICR T, LEE INAEMELERL T 2D, FMFROHEEL
PMDA D7 —NVEEDAMOEREES L EHE L TEDDLETH D,

3) Tl

O ABBRENRT— L TIERRERNEE CARERARO Ay r —2ThHEH T
EEBEARETH D,

13





