S
o
RS

w‘ EF

WEENK0219F 1 5
HEERE 0219%F 1 &
TRk 2 242 H1 9H

WEITRRAE LSS (5 B B

EESBHEEXRRLREESERE

B A 5 B T S SR B AR - BRI R T

EEFRBES AT MBETBHA KT A e T

AR, BT R O EIBSH 72 B 20 B 56 D ARHE R DRSS ~ DRl R R % [

B, KRBEGH OEBEMEAN—TFF A B 2 LV HEE D LI ISR X
NTWET, 20X REHIEZ 5720, BXE UEKLBHHNELRLS
(I CH) »HfEEh. fE. REMRUEDED 35HTH—TF A ET—
2 > ORER B =D OEBNTHR TS & = 5T,

SR, ICHOABEIESE, IO LBy ERLLES 2T MIET 5
HARTA 2] BT TEKHA KT E0D,) BEVFEELHBNELED
T, FTRESWTHTHO L, &% FEMRESSICx LA EEEE £
T,

1. BHA R4 L OEE |
AHARTA T, ERGREVAT ALHENDE, WECEZEOZHOE
DR E XA P VAT ADETFALELTHRLIEZLOTH B,

2. BEHIHE
(1) KTA RTAE NAFT 7 7 v U—EEAERER R OEYRIR S

KR AEELERMOFERORBOBMBERCMELZXFET L AT A



OWNWT, BT A4 74 7 VvEHEZECCGERINSZ &,

(2) AFA RTA ik, EBES, BEEBIG., HELLKOCERBROLEE
HoORHEIETIES (Ekl 6 FEAFEESHFE 1365, LT IGQ
PAS] EVWH,) ROREEMENEETNAGHOBEFHLENMEEHOK
BT AES (CER1 6 FEATBEANTE 1795, LT TGMPAT]
L) Fas L, FRR1 8F9A 1 AT ERERERE0901001

- BEARBEEEALREETHEREAN MAMRRCET OV FTA
Y] ROWE1 8 9H 1 AT RERFEXFE0901004%5, ERE
WFEHE 0901005 FEEAFBHEEERMFHFATERR, EHEE -

COREXHERERS (REY R RXIA L MNCETENA RFA ) 2

L =T A, EPMRERRRE Y AT M 5o DAENRETFATH
BT &, A

(3)$ﬁ4%74/®9% BUT DB B LA 7238853 O e 1AL
BEThdZ &,

(4) RHA RTA 28BN T, IGMPEH] &HDDIT TGMPHGTRVE
MR DGQPARICHETHEM) &, TEE] LH5DIX IGMPX
IXGQPICHETHHES &5 &Ezfﬁﬁ#é &




O W ~3 Oy Ot

10
11
12
13
14
15
16
17
- 18
19
20
21
22
23
24
25
26
27
28
29
30
31
32

(BIHE)

HiR

1. EFELGFERT A

1.1 FE DU et 1
1.2 BEFRBEBH oo 1
13 ICHQI10 & &80 GMP- B, 1SO HME K NICH Q7 & DBE# ..., 2
1.4 ICHQIO EEF LT 72 —F L ORI oo 3
1.5 ICH QL0 D EBY. oo e, 3
1.6 FERDTZDODFE  FBEBEROREY AT TR AL D e, 3
1.7 R R U R T B T D B B oo 4
1.8 BB T TV e 5
2. RE D ET

2.1 FREBED I DAL B e e e, 5
22 BB BT e 6
23 B BRI .o et 6
2.4 TR B TR oo 6
2.5 P D I AT T .o e 6
2.6 CERUAY R L a— T oo 7
2.7 IR T T E R B OB A A B D B B e, 7
2.8 A T AR T A R DB H e 7
3. RET u b AOREERR GRS E OFRISE \

3.1 FTATHA T IDEBEBED BAEE. e e, 8
3.2 ISR T AT ADEEIR e, 9
4. EIRRIME S AT AORKEGRIYGE

4.1 B AT DR A N L 13
42 EELMEI AT LICHBEEEZINNRUONEROE=F Y 7 . 14
43 TRUVAVIVEa—RRE=F Y T DRR e, 14
CT S e 14
HBRE1 BEROYRIICESCEELOT S u—F 5 L3255 BATNIHE 18
H’E%Z ICHQI0 EELFE T AT LAETNVORE. ... e 19

ICH Q10 EEMME S X T A
ICH B EURBfIAA FTA v



33
34

35

36
37
38

39
40

41

42

43
44

45

46
47
48

49
50
51

52

53
54

55
56
57

58
59
60

61
62

~ 83

AT A

\l

1 ERSRE

1.1 BL®IZ
AXEDT, EERBE S RA7TALALHEND, BELCEDT-DOEYH R LB~ XD A

-/byxrbw%ywéﬁLLtﬁbmem3@@%4b74/%ﬁm?5%®f

H5, $w4b74/é¢% T, IEEMBE AT A LW HE ﬁlﬂimo
DETNEERT .

ICH Q10 X E B EXE L EISO) D EERICE D& | A S 2 HEEH RO EERIC
B 5 £HEGMP) 24 L, ICHQS [MUHIBIR) ROICHQ BEY AR5 TR b
RRET . EDMREERRE Y AT AT B2 — O OAENRETF AR TTHT 5, ICH
QI0iX, WEFA 7V A INDELRDERICOIEVER LEIEERERLE T AT LD—D

DETNCTHBD, BEYA MTEM S D ICH Q10 DNEDE L IE, BFE, £HO GMP

Fifk & LCHE SN TV, ICH QL0 i, BATORBIEM &2 7= 57 R B R AT 2
TEEBRILTWARY, Lo T, ICH Q10 DREDRN., BITORMED GMP BTk

LTINS 5 DERIHEE T B,

ICH Q10 X, AREADOITHRP CEEROME R OZELS % ML S8 5 E 0
EELRBEIRT 2EGEROBRIMENXFETEIZL2R7THOTHD, BRETA 7V
A 7 NOEHMIZHTY ICHQI0 £ D Z Lk, 7/ N—2r g3 b Mg &% (R
L. EFELEZR L MEETOBE 28T 5 bOTRITIER B2,

1.2 &P

KIA RTAL UE, AA AT 7 ) v o— i BERSR A YRR R 2 & EERO
B (F7abb APD RUBEFOBRRROEER T 52 2T AMIONT, DT A
7%4&»@@ﬁkbtbﬁ%#é

EHwaﬁfﬁ BRTA 7V A I NVOFEREOMEBERUOEEBICBITAE 4 DEIE
R L h, BFERIEICET»OH) G ol LUV TEA S RTER bRV (8 3
E?“Sﬁ%i) o

AHAFIALAOBBE LT, WETA 7Y A4 7 VIIHREAREROEFERSRICETAUT
DEARHTES % S0, ' ‘

. EESE%K B o

1/19



64
65
66
67
68
69
70

71

72

.73

74
75

76

77
78
79
80
81
82
83
84
85
86
87
88

89 .

90
91
92
93
94
95

96
97

--98

o EEDEE ;
° MHBR (R RREAT.)
°  JRERRIEDOBYE ;
° FMREEROM% ETHES) ;
Lo BETHEADERRORT—AT v
° AHEDE,

o HfBE
°  BE%A B BLE~DOLRICHT B HHALE DR -
°  FHERELICOVNT O, BUSHTA R OSBRI S BT R OB 0
B,

o LR
° FEMBIEORERUER ;
0 MR, 2T 4 VT 4 ROEBEORM ;
°  AE (BERURFEZRD.) ;
°. MEEBEKROCRERE ;
° ARHE ;
° RE

° HiffEEE (EOTEEEERL, ),

o WDKK
°  XERHZOERE ;
Y rTRE
° R OMKGER R EHE R U,

1.3 ICH Q10X &BOGMPELE, ISORIHK K (NCH Q7 & 0

BRED GMP DB, ICH Q7 HA FIA v FREGMP DHA KT 4] RSO ME~
XAV N ART LT FTA X ICHQI0 DEBTH S, T 1.5 EDEMICEAT
57-%, ICHQIOIIFHEDRE VAT AOBERVOREBMOBTLE TR THZ &1Ly,
GMP % #3879 5, ICH Q10 IXBUR. D F A 79 A 7 VAHIC bz 2 EERSE L 2T LD
RMMENTEFNVERM L, BB GMP B L HICAVONIZ L EER LTV,

EHE GMP I3 T A 7 A4 7 VDM (B2, %) ZBrEIZERY EiF vz,
KA RTA TR ENTZHRE VAT LAOEZERVREEOEMLY, 74794 7

w@&%KﬁﬁéﬂiﬁwﬁX?K§6<mbm&®ﬁm%ﬁ@#5%wfﬁb\%ﬂn;

2/19



99  VWEERT A TYA I rOEHBIChIo b kEEeE 2 RET D,
100
101 14 ICHQIO HEF L7 Fu—F & o

102 BEORSIIHEER IS TIEE L7 Vo —F ik Ha R OEETEOEBMEL L,
108 BEIXZ~vEIA FOBERROEERMHET AT LOFHEICHIG L THWEHERETH
104 %, BEERHFEV AT ABERINHEITIE, @F. COAMHETRETCBIT 54/
105 EROBCIHESNES, BERRY RS CESCER EDT Fu—F R [ E S5 5%
106 RAEhA28EE. MEELIZEEINTWS, EFEHN oA, FBTRESND,

107
108 1.5 ICH Q100 B

109 QIO EFNOEMIIFERE LT, £ GMP EZH2H5E L. XidmEx¥5, 3 20FER
110 BIDOZFRE 2L RTHIER B,
111 151 HEEFHDER

112 BE . ERGEEE . HHNE (AR SN RENEDRTEST,) TICONER G

113 SEEO-=—XICHEAT 5. BURREEEEET AR ST H0D Y RT A
114 O EWEML, EEL. ROMERT D2 L, '

115 152 ZFETEXENLEOWSLRUHER

116 BET o AOBRBERE RSB T D RSRT =5 Y VT ROER VAT A
117 FERL. ROEA L. Thic XV ks 28R OGS 7 & X DFEHDIRGE % 1
118 #4572k, REVRIVEXIAV TV VI VAT ARDERY AT AR RHE
119 THZELIENLBED,

120 1.5.3 #EGrIScEDIRE

121 WE B m R EOWE, BES v A0WE, EHOEKHE, 1/ X—v 3 VRUEES
122 BT AT LAOWERERFEL, ROERKL, ThICL Y B =— X2 EHRICH 76
123 NEHERTDHIL, WEV AT R PAY MIBGENEEO OO BEZHEL, 85
124 JERLAHT T B 72D B85,

125

126 1.6 FEROTOOFE  MBEBRRCHE I A7 XTI A |

127 A EHEROCREY R <3V A v MOFERIK. %52 ICH Q10 % E > o IIEICE
128 JMETHZLEARELT D, TNOLDERDDOFER, MAEMEICEELEZHZERRY
129 ARZRZESKREEZTHEODOFEFRETHZ LIV, F 15 B LR LZBHDOE
130 HREARET S, |

3/19



131
132
133
134
135
136
137
138
139

140
141
142
143
144

145

146

147
148
149
150
151
152
153
154
155
156
157
158
159

160.

161
162
163
164
165

1.6.1 RS

B RORET o2 20M#IT. BEAEPOREOKEE TR ELRLOEENEHOH
Mz@E L TEBEINRTER O, BlxiE, BRI M4 % AV 3 B ssiEsE
BHEROCRETROBMICET HMBERET 5, MemE, 85, gy ntxk
UHERREM I T 2 IEMEBE L. L, REL, RUOBEETAERIZI Y 4
THb, MBOAFFIL, BEFEOHH (AFMESIINEICE). EERLBARIIZ, &I
BERIEE), WETA 7V A I N d T RN F— g L OKRE, BIERER, 1
I R_R—a vV RIS ERVEE R A MEBI R ETehS, 2R OIZRE Shzu,

162 BV RI<XIAL b

1.7

mE YRR VA MIEDRREERELLE AT MIRFA R THD, MBI AT~
RVRA ME, RBEIIXTAEEY A7 ORKE, BIEARFMEE N2 o —uizst L
T, =2V BRZRELES, THRERT A 791 7 r28fichi- v s
& 2 OBEMRE R OB WE ORI E 2 RET 5, ICHQoIT, EELSE DR~
RAEICERFRERREY A7 <R VA bOOORAROCFEDFH LB LT3,

BE R ONAIC BT SRR

(a) BEELMHE AT LOFRE. MR OXER, LBEOEME —B Uil A2 RET
BT, TR SN, FRTRITER LR,

(b) ICH QIODEHRIL. ”MTA 7V A 7 NVOBERBICRIT DR 2 BERUFIATEE
IR A TR LR D, BB E 08 Ao LUV TEA SR TR
B2, ' |

© FHROEFEHRBEAT LEHEL, VAEFEOT AT AR EETIHEIT, UK
EEOFHORBR OBEME S BEFIZANSNRITNIT 2D, EELBE YR
T ADOREHNL, WY A7 =XV AL FORAZERY ANRTNIZRLRN, B
EREE VAT ADOHLATISHHTHY . £, OREIEET A MNER
BWTHAELOD, EEFREVRAT LAPEDNTHD Z Lid, BEERREY 1 ML
ALV TEIEEND HDTH D, '

(d) BEELMHET AT AT, B2IEIFTBRENTWD EBY | ABEFIEER CBEBAR
MEIOEORIER R T 572012, @7 vt BRECEEZS E2TE
2HIR,

() MEMOELIL, FECERShTVBEEY, ERRBAL AT AOHTHES
NI B R,

) EXELHHEIVAT AIEIBZEREINTWVWALEBY UTOEREZE 2T EA
B2V : BT B R OBBMER ORRSEOT=5 ) v F, EEHER O P
HE BEERA L NERTRXIA P a—,

4/19



166 (g) EEGLEE L AT LOPRTOTu AL T=F —T 572012, FAFE IR
167 éhrm&kk@%ﬁ#ﬁ%@%ﬁmbﬁmL&Hhi&%&wo
168

169 18 MHE~==27NV

170 BEv== T/kXGiH%Oﬁtiﬂz Xh/-HY %ﬂﬁﬁ’ﬁiéﬂ’b CFOPIIEEERLLE T A
171 TA@ﬁL%Ei@”ﬂiﬁ%&“o%ﬂ%@ﬁLkﬁuT®;k%aiﬁ”ﬂiﬁBﬁ
172 W\

173 (a) BEGE GE2ESR)

174 - (b)) ERBHET AT AOEHATE ;

175 @)E%mmE/XTA@fukxﬁUk%hawﬁﬁI% PE R O AR M D RERE,
176 TukAwy TROET7E—Fr— M, EEXRSGEVAT A0S0 E AOHEREHR
177 RALBRBT DR —NERVED ;

178 @ EXERREATVRAT LOFTOREMORE, (HESMR)

179

180 2. EPEOE

181 V—F—T o, RER ﬁ?ééﬁ%ﬁ:\ykx/$%mib &Uﬁﬁ?ét
182 T, EEBBEVAT AOEDEDT-DIZ, BEARRRTHD,

183 2.1 WEEMoOaIy bAVB
184 (a) LARFEEFAY. BEHERERT D7D, BEELMETAT ABEDTHEL T

185 WHZ e, o, &E, f&&oﬁm#ﬁméﬂfkb SIS b Y EES
186 NEBSNTND Z L R RERICT D RRFLEHT 5.

187 (b) BEMIILTFOZ L 2TbARFERb 20

188 (1) EPEDH B ERRFE L AT LORE, £, T=F Y L I RUKRIS
189 HT5ZL; ' _

190 @) ERRBEL 27 MR 5. BATEICRZ BHOXH LRI L, M
191 BB D ERERECTH L ;

192 () WECEY B R & MO e RO E B EiF B0, MR CE R R
193 EEROCLER v A% ECHFEIRDLIL ;

194 4) EERREY AT ACEET A2 TOME~=y bOE~x ARUHEZREED
195 ) BE, B, HBRROHEEREEETS 2L, ZRODHAEDRY LY H
196 MBOAMBIRECEESH, BRSNS LT3, BERLAEY
197 RFADHABOEEE M THEREE L COAMY L REa =y b
198 PAE. BEOBEIC L BLSh TS,

5119



199
200
201
202
203

204

205
206
207
208
209
210
211

212

213
214
215
216
217
218
219
220
221

222

223
224
225
226
227
228

229

230
231

2.2

2.3

24

2.5

(5) Wit~ 1 X OB R CRESEL VI ERREE Y AT AT 5
XVX/FVEJ—%iﬁTé s

(6) MwRICEZ#RE TS

(7) EORERE 23 y%Té k

on'E 7 &t

(a) LBREMEL, ©EOREICETALENREREN AL R T R E a5
LTRSS,

(b) SEFET. ERAINAHEGBEHEICEETIZ LE2RD, £, EERREE AT

L DHEFEHISE &R LR TR 5720,
() ®EFET, EEROETORBEOABIRESH, BRIN2TER 520,
(d) MEFENT. MBI BREC OV TEHMIZ L B a— SR iEie bzv,

R

(a) ERREMIINEFEAERT I OMNELINDIREEENHE S, R MEE
ENBDI EEREICLRITNER B,

() & Eﬁﬁiﬁ¥®%5¢é£f®W%ﬂ%iﬁéﬂkﬁhi&%&w

(c) RE BIEIXAEDBRRKIZ B, BEFEEEALTORITIIER bR,

(d) BEMEIINEHELERT 2720, BWEZ2ERE OB EZRE L i b,

() MmE BRI 2EWE Z 0 5 EEFMEES LI, T=%—&h, EHHIC
fREIN, ROLBEIZE L TEAILEDOEIIE k—pal_éj’bf‘l\éi I, LT
2T TR B2y,

BRER

(2) MREEIT, EERREAT LARERL, ML, ROZOH ML kENI S
T BRI, FATHOMRER (AH, BB, Wi, BERCBREEO L)
PUWE LM LT iE e 5w,

(b) BEEIEENEEORR, 7w A UIREY 4 Mok L, EOCER S -
& RREEIC LTI B,

R DIFHinE

(a) BEFITHEBNICBN T, BEREREET o ARBY INEHBINDZ & 2
FiC LARTIE R B,

6/19



232 () BEEESDEAL. SEOLREECOBENAEROTN AR LT b
233 720N, '

234 {c) 'ﬁ%i&{f\’ TRk, BERELRVEERELGE AT LAOHHEOMIER., Eh
235 DB LR IND 2 EREEICLRITNIERL 2V,
236

237 26 ATV AUbPLEa—

238 (a) AR, E%mug/XTA@ﬁﬁ?éﬁ@ﬁ&U%ﬁﬁ%ﬁ%u?ét
239 X VAL L a—%BL, EEREES AT AOREERICH L CRELA L
240 RN DRV, '

241 @)ﬁ%@i\%ﬁﬂﬁ%mﬁmﬁﬁénfmék£0\Eﬁfu?xmﬁﬁﬁﬁﬁﬁ
242 IS E T I EESHE VAT LOFEHR V2 —FREFE L 2 ThiE R b
243 2, '

244

245 2.7 SNBEFEEEROBEARMEIOEE

246 EELREVAT LI, ABECTERIN TV AREHMOBLLED. H LW AHNMELIEE
247 WORBABEMEBOBEOEBRRLE 2—ICETESbDTH D, MEMSIT, SEETLE
248 ERUBAFRMBOEOEBRZ2RIETIROOTaEARNEREINTWNH I L2HEEL T
249 AERKBLEEEEZED, ITNLOTRERRXRBEY RAIRVA L MERY AR, BIFOZ
250 L EEEHTIIERLA

251 (a) AEREFEOER ILFEMBHHAE OWREICHIL L, HEFOERZZEITT HEHER
252 VREAXBHEEENTEZY T I7A4 Fo— 2RV TEME 2G4 2 EER RN
253 DOWNWTHEETDHZ & BLX, BEE. EMEOFHLR CEEHERER) ;

254 ®) BE5 T34 EFOREEEERNCT AEMLROEREE oA 2HETDHZ L,
255  AEREEEERICOVWTIL, TOZ L IEIERE L ZHEROLNECE TN L ;
256 (c) ZFEHOEBHFITRSIUIMBEPLOFMEIORERZE=F ) 7L, ROV Y
257 a—TBHIE, ¥, HOOBLELSNIRBEMEL. ROERTHZ L
258 @) ALY ROCEMEHCOWT, ZROBEESNEY T I F=—r &0,
259 ﬂméhhﬁﬁﬁ#%@%@f%é;k%ﬁ%&?étbk%:&ny%%%?
260 BT,

261

22 28 BEFHHECETIEEOSH

263 BEFAHEZEE TS B2 BRZEALC 56, BEEIZ OMEEZER L, UT
264. DI LEBERRLOL LRTHIRLRY

7/19



265
266
267

269
270
271
272

273
274

275

276
277
278
279
280
281

282
283
284
285
286

287
288
289
290
291
292
293
294
295

(a) BETHXEEICBL TR T A2EEINHESINTHNAEZ &
w)ﬁgﬁﬁﬁﬁﬂﬁénfwézeo

3. BGET v A OBREVERE K OB i E O Rk E

AEL, F15EIZ %éﬂfwémHQm®EM%ém¢ét . BRROEML IR
TB.TA4 7% A I NVDOEERED E*}%&UWO@%IF_@E%EDDDE /XT.A%;,Q Z2WNWT
kT 5, FTio (TRl 2 8E T 1 & X OBR@MRE R OB E Ok E) 114
BOGMPEMFT R CTEEFEZETHO TR,

3 TA 7Y A I NVOKBEBED BEE

WES LT 7 NVDOEEEOAELUTICERT 5,

311 EEmBEAEFE
ERLERETOEEL. BRROER LEBEES —E L THETI00RET
BERT 2 2 T RICBERVEENEESE O=— XM ITHG SRR N BEEDE
KRFEEHETIETH D, BARBE~OIWYAAITICH QQIZFIRENTWD, BER
VEGRBERIZEEDR RIT, KA X AOMBHEANTHHDB, ERRLFEARDOAL Ty
NEFThH D, |

312 Hirgix
BANBERIEEI 0 BAZ L, RMERZERT D700, BFEE & AERMAOM A URE
A PRI A FETCTRAEROEE o A0MEBERBETHIEThD, O
3. BT o R, BERE. TutANYF— g OB YRR LTV < ik
BRI EDOEBE UM T B,

3.1.3  PREAE
BETREI O B EICIIRARROER, B T REBOM & UHERIE NS E
DIRERESEND, ERLGEV AT LiF, EEN2HRLEMEEMICHZ S, &
RS 0 2 OBRBEESER S, —EOFERNEN TS Y . WEOBRIRE
FOFHIE S 41, WO SR ERAES: L CIER S5 = & 2RI L AT hIER B2V,

314 HROKE ERETET

B ORFEICBIT BIEBIO BE, BROT A T4 7L ORKYE EHNICERT S
T ThB, BEOKREICOWTIE, BB XERER O T L ORE,
WO REGER 2 B R DT (B 21F, HHABROREERR) RUOHMED L 5 2EH
FEBT A, b LOEE SRR BLRZShRThERS 2,

8/19



296

297
298
299

300
301
302
303

304
305
306
307

308
309
310

311
312

313

314
315
- 316

317
318
319
320

321

322

323
324

325
326

327
- 328

32 EELMEIVATLOER

TS ENn-ERIL, —5. FBGMPHIIO T TEHLIN TN S0H LtV L
LARL, QUUETAOERT S E 2 AL, BERECHTEIA 7 A INT Tu—F%
(BRETAEDIIINODERPEETAZI L THD, LD HODBERIITHOLEEBY ¢

o WESTEAOBRBIERRUEAKEDOE=F ) VI VAT A
o BIFHEER FEHZE(CAPA)Y AT b ;

o EEIRVAVIVAT A

o BT U ROBRBHERURAREOCHIAY FLE

INBOERE, BT A 7Y A I NVOEBEREHROMEROCEEMICIT 5220 BERER
BN D, BFEBICHETNSE VB o LAV TEA S RTE e bievy, TR
A THA 7 NVORBMIC Y | BESE 2 HET SEFHRIY MH~OERICONT
YA I ENERIEINB,

EELDT AT ¥4 7N OBRBBC KT 5 EROBRAEFORS, £ ERICOVTRICIEM

321 BB AOBBHERCREREDOE=FY T VRT A
BUSEAEY  FETXOREMMEE SN TVA L EREICT A, BETrER
OBEBEREERONRSEEZE=F Y V7 TE VAT LEFHE L, RORT LRIThiER
LV, AYRE=F Y T VRT AT, BENDRE ORI ZEET D 7o) R U
BB OBRBIDBEEET 00, BET v 20BN EUERPMEL TWVD
oW TRitE 525, RiE futxwﬁﬁi EROBRMEDE=FY VT VR
VAP F

(a) EEEMEZFSLT D7D, WEY A7 R VAL PV REFNERLZRN, 20
CEERENGIY. RRROEH O FAE R OB EMIC T 5 /8T 2 — & R ORHE,
R OEEOEIRSEM, TRER, EREMLOFRTCCEET =47
ERUOEBOFERVEELZEDDZ ENTE S, EHEKIIHEED 77— PNy
S T — P74 07— FERCE R R IEERBER T E 2 RE L 2T b7z
S -

b

(b) BEEEOP CRHREINEATA—FZRUOBEZAEL. KOG T 57200V —
N (Bl T FEERUBEY — V) RRELRITHITRL

(c) BRTEREDO T CEESMEL TWAZ L XRIET 270, FEHEBIRO T TR
EINFNT A — & ROKEZ 55 LRITIIER B2

(d) %K L. XTEE LA EREEBORZDIC, 8E 7 0 X OBEBIHEE
RO E’”‘%@Zéwﬁﬁ@%ﬁtbfﬁﬁﬂ 2670,

9/19



329 (e) WAMEIZET 2NH R UAESE T OERIFENPL DT 4 — R v 7 | il 1T 5,
330 WA, FEEE. BN, B, BEELYNCYROBEER ISHEEL Y, 245
331 ERITHITR L
332 (f) HETROBMEWRL, FHFr > IN—IE2HFEL WEXINTOBESL) . %
333 o, T ARY T =g UAOFEFRB Y AL TR T B EE R Lt
334 7 B2y,
335
336 z1:®RTA4 7V A 7 V2B 588 7 ov 20B@ERER
337 BMASET=F Y T RT ADHEH
= 3 BA 3% E5 g oy 205 PASEAEE BSOS
FREOEMEZEL | A7 —A7 v 7158 | FETEXRETO | —B, EENKTL
TAEREShAHES | OBMOE=F ) >/ | BEMELRIEL, | Th, ZERRRO
1B EAROCREOHM | 1T, BET R0 | ROREBTARESH | LY RE=g YT
BRI ZN O DR | BBERER CRE | 2B ET D7D, | IR T = Tl |
MzBLTEHSN | RPIBEIIRETHZ | BETo2X0BE | LR2THRITR LA
HRET ARG | LOTHHZRERE | MRERVCHRBLED | VW, TRIcHIHL
HWEoE=F) 7 | 5255, FT=F Y 7T | ITxtT A HEE
i3, B RITAE | BERUR 7 —1LT | 550 BES e | 25, BREERICRE,
E%%Oﬁﬁmﬁ%\y7%ﬁ®ﬁmﬁ6 VAT ABEAIN | ML TR bR
bihvd, DEFIL, BEE | 202 o2y, | niEl bR,
[N |
ETHRsIBLE S,
338
339 322 RERBERCTFHEBE(CAPAYS AT A
340 WIKAYIT, B, WERAK, BES. EL BB BE. YROREZROEHEE
341 ZOWTOFEL ICEIET v R OBREMHEROCRELBEOET=F Y > 7hbOER
342 WCERT S, REHRBEROTFHIFBELER T 57-OD T AT LEF I TR RLR,
343 ¥/, BAMRREZRET DERT, FAE T 0 25T 28 E L ST H058 5
344 WHNRTIIER B2, ICHQUZIRALNTWA X H L, AEDHH, ERXERVUX
345 ERLEDO UL, VR LUV EFEIG LRI 572\, CAPADFERIL. MRk
346 VS 0 20HEFEE NGB R OCRETEO LY EWEBISECS1RITIUER S
347 2V, '
348
349

10/19



350

351
352

3563
354
3565
356
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369

360
361

362

363

364

365
366
367
368
369
370
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372
373
374

F 8054 79 A4 7 VEHMICh 3 RIERBELRCTFHEEY AT LAO#EA

B AR AN E BB DR E
R GIRETRED | CAPA 137 14— K23 | CAPA BHWVWLN: | CAPA 1XBIMER#
BETRERARET | v 7. 74— F74 | Fhudiod Tk, | bRt sz
5, CAPA HiEmlL. | U — FRUMSRK | BONEBBOAD | 2572V, HHHICE
REBBROTHH | 8089527 b | BRTHES W2 TH | 2BB~OBBR O
BAREHREREE | & LTEATE B | ERben, BB ST BRAMO
UBEREROatxiz | 3, U~ EEIZ DN
HEYIRAENDEEIT THEELRTNIE
HRTH S, 2BV,

323 EERIAV AT A

S ) R—g v, WSS E, ST 0 AOBRBEERVRESEDE=FY IO
TU My PROCAPARERE 2 #ET D, ZhbDOEEZ@EIICFHEL ., AR L. KT
EfT B0, BRIIBDNRER RV AY MR T AER SRITHITR LR,
— R, RAIDOEKRERFELRTE . BERF ~OLEREBOEHFT TROLNDZ &
BHOEERFERL T, EECRXVAL TR RAOEXIICHEN D D,

EREVRVRA Y PYVRT AL, RERHRESER, AT 2 L 2HERICT D,

ZHt, ZEIC XV ER LRVIERICR DAV & R EEICRIE LR 5720,

BEIRIAL M AT LI, BB ETA 7V A I NVDEBEBEICOWTUTOZ &
BEERITNIEZ B0

@y%gyx&v*vfybﬁ%%éhk%ﬁ%ﬁﬁ?étbmﬂ%éntﬁnﬁﬁa
BV, Bl OB AR OPEREID L)LY X7 DL~y AR LT ER 5720

(b) BESNFEEEIL, L ENTWBEE/IIT A VAR—ZRWFNE /T E#HH o
BROEETROBMES), AREEL OBV CIHES R T hIER 5%
VW, EEHFHA~OLEREBOEM FTR® LTV BHERET 5 0%
ThRFhuEz bRV, ICHQTHREN TS L JIT, FHA Y AR—ZARTO
fEsir (EERFNEOBAN I LTELRARSNAY, LhLRRL, EX
BEEY AT ADORMN DI, TRTCOEFRLEOERERIA Y FURAT AR
X EmEInT bR ;

() BESNEEL, EESEHNICESLSND 2 & B RIET A0, BT 3
DT EERIR. WE. BE. KERVES) bb. BOREMEITRUS
S CEIRT B R T — A L Y SHE SR UER bV, BE SN EE I
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376
377

378
379

380

381

382
383
384
385
386

387
388

389
390
391
392
393
394
395
396
397

398

T2 PRI EEERED b 2T Tk b7 ;

(d) EEBSERS N $ic, B ANPERSNE D L ROMERE~BHEBORNE
LERERT B0, EREOTMAER SR TIER DR,

KR : WRTA 7V A I NEHENCHOIAERTRIORA L M AT AOEAH

= 3R A BR 7

B s

REAE

BB DG

ERIIFBO T ok
R E DS TH
n. XFELELEh
T b
EERIA NS
ot ADEX I,
= FE B D BRI
BEL2TNTIRD
TRV,

ERERwRTA MY
AT b, BB
DEIZHEE T o0& X
st L CIT iz 3
BOEHE L CERE

PRALL 220 hiEA

DRV,

EXREF YA
Y NURT AREE
ARETER IS
L2 B, &

ERFHIC L B BRI,
B2REROY 272
3 < WEN R TR D4R
FEE R U2 T
2B,

B DRFEL DD
ROEE LB RE
HEvAxP A PUR
T b ERIRT T
B2V,

324 S&ET o0 AOBEBMREROBLEGREDYEXIA L ML Ea—

CTARVAY P Ea—id, WET ot AOBRBERROCRMESER T A T A 7 ich
EDEBRINTNDZ EERIELZITNIER L2, BEORBEROEMESITR LT,
CTAYA P a—id, e ORBOBERIZLDZ SEDOLVE 2 —ThbZ LHAHE
T, BYLREMEL LV E 2 — 07Dl EREERA~ LTS, B THEDRERREK
CERZTmERzGERITETR R0,

(@) TXTPALV P L Ea— Y RATAEIUTOZ L E2EERITER LR

(1) YBOELERUERHEIE, B MO OR BRI O HH 4 Bkt L
THPREaI Y hAV b
Q) UToZ L2 EUEMMRAE L Ea—
(1) BEHBECETHIEBRVERO XL S 2BEWHREOH ;
(i) WEFoEXOBBUEERVNREREDE=FY > 7 OfkH ;
(i) BRERBROTHEENSELAER LGy, MET o A RGO
EEDOHE I,
(3) FIEDEX LAY M Ea—bDbbph7+u—7 v FHE,

(b) v R TVA P Ea—=VRT A, UTOL S REGRHEEZFE L2THIERE
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400
401
402
403
404
405

406

407

408
409

410

411
412

413

414
415

416
417
418
419
420

3N

(1) BE 7oA RORGE~O%E ;

(2) BRORME, IFED/ UIHFEE ;
(3) AFDIERE K VM=,

EIV : BE o ROBBHERCRLMEDOYRXIA P LU E2—D

BWETA 74 7 VEHRCb-5EH

eI mBA % £ ipz 2 R PaZEAEPE WO
TR AVPI L2 | wRPA L2 [ X VAPV | RXT A MLE
—OfEE, HERO | —OflEmT, BRS | -3 ERO L) I | 21k REORE
BE O RORH | NERERRVCREY | Bhane A7 5 | PR LLE 0T
DOBWEMEZHEELRDL | BB XOREERY | THY, BedE | BFREDFEZ S
DETBIDICER | — NV TORBLREE | 2XFLATNER | R TIERL R

EhE5.

BRbDETHIZHIT
Ei X
B2V,

H7EVY,

Y,

4. EIEHNEG T AT bORkG IS E

AR TR, EELMET AT L 2EFH LBRENICSEET D720 E RS h2iThide b
RWEEB R L TW5A,

41 EELSEIVATFADTRIIA LU E a—

BT, EXLSAE AT AZEHRHIIL Y 22— A0 0ER Lk R 2/
FIVUER LR, VE2— U TFTOI L 2EL_ETHD :

(a) IR A7 50> B RIDERIC BT % 34 ;

(b) EERRBE L AT ANICBIT AT u 2A0FMER2E=F —F51-DICHAVWbh 3,

LUF D X 9 22 385 FaAE O FEE -

1) EFE. &Bi. CAPAROEE~RXTV A kR

2) SMBEFEERDOT 4 —F 3w 7

R VARITERAV M, MU FMETRUOEEZSCECFHME 2 ER
(4) YROAZEE CHEHEET CIWCEEEE R F OMNROFHE,
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423
424
425
426
427

428
429
430

431
432
433
434
435
436
437
438
439
440

441
442

443

444
445

446
447
448

449

4.2 EESGMEVATAIEEY S Z 5NHRUCHEROE=ZY 7
REHNE=F T AERIIIUTREENES
(a) BERBEL AT DICEBEEZBHHH. VA XU AROSERMBEOHR ;
b) EERBREL AT LEERTEA /) N—Va ‘
(c) EVRADRBERVBEHOERE ;
(d) REFTEHEDERE,

"
H

43 IFXPRAUVPULEa—ROE=ZY VT ORE

ERmdE Y AT LU ROANEROE=F U ZIZONTOTRI AV b L
o —DRRIIZUTEEENES -
 (a) EERABEL AT AR OBEET S 7 0 2 ~0RE ;
(b) BRDELSHE L IEHEBLV/ XIIAB DI ;
(c) WEFERVORE BEOKET ;
(d) @RS PRREMA LRI A2 LEE, XV A LV PLE2a—DOFEREN
BB 5 CERET I ER CEDN R ERIEE,

5. H

ICHE ISOD ERMNTFAET HE AT, ICHQIIZBWTHZNHLDERMHWLIT
W5, “ERFHE” | “BEOREHE (BEO 7 XI DB LW IO EISISODEERICEN
HZHBATH, ICH QOO BMIZBWT, ZNOITHMEBEGZ LT LHXBT 55 DTk
R, EEOHMIZ, EREOH L OFIMNICHTZE SN TW5, EERICHIIISOD ERE
DRV G DIZOWVWTIL, ICH QoD EZEMER Sz,

pory
|

fyE 7 v X D#ES)(Capability of a Process) :

UHRGOBEREELZWHEZTHAZER T IMNE a2 XD, L. (process
capability) DHEAIT., MEHAEICBVTHEEINGES, (IS0 9000:2005)

ZEH <% A > M (Change Management) :
TELAZREL, AL, AFEL, EEL, ROV E2—T3FRBVEA, (ICH Q10)
#seHy i E (Continual Improvement) :

BERFELHEZTRENEZEDI-DICEVELITON51EE),  (ISO 9000:2005)
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450

451
452
453

- 4564

455

456
457
458

460
461

462
463
464

465
466

467
468

469
470

471
472
473

474
475

476
477

478

479

ML (Control Strategy) :

BHOMGLEOCRETEOEENLENN D, BET 0t X0BEMEER OB M mE % fR5E
THRHBEINEERO—R, TEIT, FERORHOFME R OB EH I BET 537 2
— & RO, RIEEOEEOERSE. TREHE, SR ACEETIE=F) 7
BN RO EROEE 52485, (CHQL0) '
RIEREE (Corrective Action) :

BRAaIhi=r %Aﬂbiﬂi?.@%i LL VRO R ZBRET HHE, 1 FHEE! i%&%:
BiIET A0l ond0icx L., RERBIIEREZHILETAZDIZELLNS (ISO
9000:2005)

F YA L R2— X (Design Space) :

REERRT D 2 ERMESH TV BANESE (FROWERY) L TR A—F DT

R AEOE LFBEEM,  (ICHQS)

EERLD 1= ¥ D F¢5(Enabler) :
BEAERTI-OOFEEZRUT IFEIT 2R, (ICHQL0)
T 4— Ky ¥ /T 4— K7+ U— K(Feedback / Feedforward) :

—FR97 : Tuv ANET AT bk, TOBRIIIHRIC I > TEEL, TEHET
5Tk,

T4 —R7xU—FR:Futrd, TOHFEIENZERIBRZANTELL, XidEH
T 52 L (OxfordZ&EEFEE  Oxford XFEHhR 20034ERR)

T4 =Ry s /T 4= 74T — ik, 7ot AOERERICH L CERC, Ei, &
BexP Ay MRt LU TBESMICEAT 5 Z &3 T& %, (ICHQI10)

A J~X—</ =z (Innovation) :
BRI FiERmOEA,  (ICHQ10)
5% B T (Knowledge Management) :

I, BIE o v AR OHEREMOEREZEB L, HFL. RE L. ROEETI2004K
RHELD #A,  (ICH Q10)

S ERZEVEZE (Outsourced Activities) :
FHELOXELINTZEEFEOT T, ZHEFICLVEITENSH1EE,  (ICHQIL0)

R FSEE (Performance Indicators) :

IR, TuE AT VAT AOBBEREY R oIl REBEOEEIIAVLNIHIE
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480
481

482
483

484

485
486
487

488

489
490

491
492
493
494
495
496
497

498
499

200

501
502

503
504
505
506
507
508

AIREZRE T, H A HUIR TIX [HEAERIEE % (performance metrics)] & T %, (ICH Q10)

W

3K ihinE ¥ A7 A(Pharmaceutical Quality System (PQS)) :

juf

WEICE L CTRESEFPIBELRVERTEIRXT AL P RXT b, (IS0 9000:200525-5<
CH QA()U)/ZE%&;

—

FBh#E & (Preventive Action) :

B VEBARBEENIMMOLEE LL 2WREZ VEIRROBERZRET B, & REH
&l iﬁ%&%%mﬁ“ét WHELONDDIZR L, PHRERRELZIETA72HICE L 5N
%, (ISO 9000:2005)

%4 5325 (Product Realisation) :

BERVEREEEO=— AW NHHEF (KREFEHOETEEL, ) RUONTBEEOE
REHZMCTHEYRLEREL AT 5RRDOER, (ICHQ10)

¢t /E (Quality) :
Ui, VAT AT TRRICER ézﬁ’EE’J EE@#E&A%J@%)EZ*E%IE ZWl- 3 E, (ICHQ9)
B < = = 7 /L(Quality Manual) :
MBMOSME~RIRA L MR T AEBET HXE,  (ISO 9000:2005)
'8 B (Quality Objectives) :
B TR ORE A E FTREZRIE BN AT 572D DFE,  (ICH Q10)
S #HE(Quality Planning) :

BERERRET D LT ORE BERERT 5 DICRER, EA LD 2R
VB ET AERYHETAZ L ICEAZELERE~R T A hO—E, (ISO 9000:2005)

58 J74+H(Quality Policy) :

FEREMEIZ L ERICERH SN, RECET ABOLKNRERR S, (SO
9000:2005)

WY R =T A 2 F(Quality Risk Management) :

BETATHA I NEREL T, BEBHOBEIBRDY AZZOVWTOTERA R, b
u—j, aIa=—ay, LEa—DLRARHRE -7k X, (ICHQ9)

4% Fi(Senior Management) :

EIREY A Mo LT, FOLEXIREY A bOBRE2BFETIELEHEREZEFD,
BEL~LTHEEL, RUEETHA (%) , (IS0 9000:20051Z 5843 #312 23 < ICH Q10%E
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510

511

cn
iy
Do

513

%)

&3 C X - IR EE(State of Control) :
FHOMAE DT T 2 8E 7 7 & 2 OBRBIERE R R

ZIRHE HIRE,

(ICH Q10) |
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514
515
516
517
518

519

HEE1
RHER Y R 7 1 ESEE DT 70 —F 5[ LS 55% AT B S

Wi ZOMBEE. BT o 2 kR LS5 RRATNABE TR, B

DRFN DT 0 RIFMTREIND,

0] SBRAFENDIHE
1. GMP & DA W —BURHER
2. MEVRI=XTV A NRAIOESY | LT~0O#% :
EREED. PREMRERRLELRT | o YURBOBERIIBVTY R ZILESK
ADOFEFE (Bl : ICHQ9 & ICHQ10), WA DEREZERT S,
3. BBEVRI-RXVALMNRAIOEDR | LT~ -
RIEREZED  WERVCHETREOERE | o BRCESERRONETMERLE
DFAE (B : ICH Q8 & ICH Q). T35 ;
| o« TUERNYF— gL ~DEFR
RV EALEFERE TS

o UTNEALY Y —ZADOHHIEHEST
T3,

4, BBV RI~wxT A NORAOER

PED, RMRERGLE AT L
IR R R OBE TR OEMB D ESE
(5] : ICH Q8. ICH Q9 & ICH Q10),

I NY ;

o YUFDEZRIZBWTYRFZIZE I
DHHDOEREEKRT S ;

o BEBICHES EEROSTTME R
T5; '

o HEROVIRIICESKARBEEY
o REEFEl L, 4/ X—Tvark
UHREEIBE D D 1§ b D FLEE KK
92 ;

o TuBANYF—g UADEFHE
WYL EFEEE TS ;

o UTNFALY Y —RADHAEHEZHESL
T 5,
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520
621
522

523

524
525
526
527
528
529
530
531
532
533
534
535
536
537
538

539

540

, fTEE 2
ICH Q10 EEMME VAT AET VOB

Fanda

TLEFE

= ORI, ICH Q10 DEERRBE L AT Lh(PQS)EF N D EBERKEERR L bOTH
%, ZOPQS X, HMED LBITRT XL ST, EERMARE, KNSR, MREERCRED
KIEDETORET A 7 HA I NVE I N—1L TN D, ZOPQS X, MFITRT & 5 ITHHE
O GMP & #3875, Eo. ZORMRIE. 1O GMP SIRREOREICbBREh L L
ZRL TV,

WO, B2 ECTHAINIREBOBELSHLT A 7V A 7 NV DETOERRBIZEN
TEETHD I LERLTWVD, ZOTOMHEIL, PQS EFNVICBWTEERTEZEZ T
FEAEERAES AT ABEZEEY R FLTWE, ThDOERE. MEEREEE o5
LHEBETIREEREB LR, 74 7Y A 7 VOREBICHET»O$ Y EGokL
~)VCHEAINRITER B2,

—FEFO—HORBRIL. T4 7H A 7L OEEBICHT A SN ERO DD FE,
FHRPLABER L REY R R DAL FERLTWS, ZHbDOERDTDDFEL.
PQS DEIEERMER. BT I RIEOREST K UMD U SRS E DRI L\ 5 |

 PQS D HMEY K- B,
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