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HENEU)2019/6 Article 19 » BEEEUITF

() BEVEMROY - EFERE - 5RA - B EGGEEIAKCE - RIAME A
A E B EE BB S5 S L EAH N

()  FOEEHAEBEEERBRAGEIHE S E RS BAEEE Q5
HE R EE )

(i)  EIFAEYEES - R G - B0 MRS 5aE L H—
TERRE A - Pt &R By R ES A » By RIS 82580
R E =R MR ER 2B 8RR RS AR R 2 e
B R B R

WTEYI S, (Combination VMP) © Z5A %A 4T & B » HISE R
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(i) BEAEZEERHS (user safety assessment) * FRAmifEE 4 EEE1 -5 4%
S AR Bl A S8 2 e VR
(i) EEEERREAG (environment risk assessment, ERA) * FFEF LA IE
i > EE Y KRG T o iR IR H AR s -
(iv) HEFESERYIMEE 2B BIE L YRR aR e E R R
KR EE LI 2 AR -
4, ER47 2 Y e SRR MERESE (Summary of Product Characteristics, SPC) » [EEi x5 2
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