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BRIRAFZEIZ DD T, BRI FIZ DWW TR
A - BN R (Health and Food Safety,
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EXG L TR I B DIEFTNED B
TW5, EUEICIE THHI (Regulation) | (N
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RN T 2, b, FINFESITERER LS, E
LSRR & O T2 W BR IR 22 1 8L k52
LT B0,

OEH

EU (BT 2 EFE ML OERRMFEOHENZEET 2
B IR AR 7 (Directive 2001/20/EC)IZHL
ESNTWD, BRGS0 IR & Bt
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(Directive 2001/83/EC) ZHIE LTV A3,
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£4 (Directive 2005/28/EC) 3 LY GMP 54>
(Directive 2003/94/EC)3E D HL TV 5,
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2o FHANZITF TITHE T STV D GCP 55
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HEREND), NADY 27 |HESW-T Fa—
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A4 K74 i Eudralex &\ ) iEAHE L LCTEIN
ZESREEE - B EERFDO T =7 A MZ
FLOHLNTED, Volume 10 [Z[EHK S DGR
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N5,
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LTWD L S Hald, REEEPEAE
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NTW5D,

o RIKFHMEH A KT 1 (HEHEE B LOGRE
F%E81A]1F) @ Clinical evaluation: a guide for
manufacturers and notified bodies under
directives 93/42 and 90/385

o INEREDOHLHI Y R A o R AR E O FE
fliZiA K< 4 > : Guidance document
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F&BHM11F) : Guidance document Medical
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RIZEVEDHNTWD, HIZIE, BRINEE S
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T T, BB L OBROFEE AR
V=L DBURIZOWT H T 5 Z L A%
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BB 23R HR 5 36 K OVNE IR RR DB R IE D KGR
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A heRD,
(2) ERYHT O FH I
EU AR (2001/20) Z[EWNIEICED A
N 7= Law dated 7th May 2004 78 EE L5 ThH
%, Royal Decree dated 30th June 2004 73 [= 3%
i 2 O 72 BRARERERIZ B3 2 WA TR AR 29
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Do FIAMRITHEGANTH Y | HRERBERIO
HIEZ L B HH OEN TR, RAAGEIEOFEHIX
ERIRBR OFIPHN TITOIL 5 Z & 3%\ (Royal
Decree of 25 April 2014 amending the Royal
Decree of 14 December 2006)

AL F— TR ERHLH O hEfT 2 JAE 2 T
Law dated 7th May 2004 O IERIKE ST
WD, EORATIZHNL S IERRITEDEE T,
AR A TZOER 25T T oM 1y

eyl FRFERIINTND, ZHUT XD,
FTHE Y JR DFA L MBEEBRRDOFEAENFATLT
PRNZIZFER S, AERIZIZEE LTo T1 50
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— 7 RGO EREESR W55 5 721X CE ~
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&%, FAMHP ~O B3 MnETH 5, 7 7 A 11
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(3) fmHEES L MAHEL

Law dated 7th May 2004 5 X O, fHEES
2B 2 HHIT& 5 Royal Decree dated 4th
April 2014 I[ZHUE S5, ERBERTONFZERERT IC
MEEESPREIND, —EOERELTH- L,
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BUE, B4R L MEEZESNERILA L T D
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Mnd 5,

(4) #diig
<A T7F—LFN-amarzrr>
Law dated 7th May 2004 @ 4 25-9 $RIZED H 1L
TWb, A v 74 —L R -arktr o7 v
7 L— FRMERHEEERIC LIRS TN D
Circular 604,
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30th June 2004 % IV %25 6 Z512, Bl 4 )7 & fi
BEERICRET A Z EREH SN TN D,
® e

WFZEBRAR RN BB EAERBRICIIA S 5 2 & 23
Law dated 7th May 2004 £ 29 SR ICHUE ST
%o
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