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Bureau of Drug and Narcotics, Department of Medical Sciences,
Nonthaburi, Thailand; Bureau of Food and Drugs, Department of Health,
Muntinlupa City,Philippines; Caribbean Regional Drug Testing
Laboratory, Kingston, Jamaica;Central Drugs Laboratory, Calcutta,
India; Central Laboratory for Quality Control of Medicines of the
Ministry of Health of Ukraine, Kiev, Ukraine; Central Quality Control
Laboratory, Sultanate of Oman; Centre for Quality Assurance of
Medicines,Potchefstroom, South Africa; Departamento de Control
Nacional Unidad de control de calidad de productos farmaceuticos del
mercado nacional (Control de Estanteria), Santiagode Chile, Chile;
Department for Quality Evaluation and Control, National Institute of
Pharmacy, Budapest, Hungary; Drug Analysis Division, National
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Pharmaceutical Control Bureau, Sengalor, Malaysia; Expert Analytic
Laboratory, Centre of Drug and Medical Technology Expertise, Yerevan,
Armenia; Food and Drug Quality Control Center, Vientiane, Lao
People’s Democratic Republic; Food and Drugs Board, Quality Control
Laboratory, Accra, Ghana; Institute for Quality Control of Medicines,
Sarajevo, Bosnia and Herzegovina; Instituto Especializado de Analisis,
Universidad de Panama RepuUblica de Panama; Instituto Nacional de
Higiene “Rafael Rangel", Caracas,Venezuela; Instituto Nacional de
Medicamentos, Buenos Aires, Argentina;Laboratoire Nacional de la
Santé du Mali, Bamako, Mali; Laboratoire National de Contr  le des M
édicaments, Bab Saadoun, Tunisia; Laboratoire National de Contr e
des Médicaments, Dakar ?toile, Senegal; Laboratoire National de Contr
le des Médicaments, Rabat Instituts, Rabat, Morocco; Laboratoire
National de Contr le des Produits Pharmaceutiques, Alger, Algeria;
Laboratoire National de Santé Publique et d Expertise, Niamey,
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Control de Calidad de Medicamentos, Montevideo, Uruguay;
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Costa Rica, San Jose, Costa Rica; LTD Centre for Medicine Quality
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Laboratory of Zimbabwe, Harare,Zimbabwe; National Drug Quality
Assurance Laboratory, Colombo, Sri Lanka;National Institute for the
Control of Pharmaceutical and Biological Products,Beijing, People’s
Republic of China; National Institute of Drug Quality Control,Hanoi,
Viet Nam; National Laboratory for Drug Quality Control, Phnom Penh,
Cambodia; Provincial Quality Control Laboratory of Drug and
Food,Yogyakarta, Indonesia; Royal Drug Research Laboratory,
Department of Drug Administration, Kathmandu, Nepal; Tanzania Food
and Drugs Authority, Dares-Salaam, United Republic of Tanzania; WHO
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Z. Abbasi, Department of Pharmaceutics, Royal Danish School of
Pharmacy, Copenhagen, Denmark; Professor I. Abdoulaye, Ministere de
la Santé Publique, Cotonou, Republic of Benin, Benin; Dr Z. Abeid,
Pharmaceutical Department, Ministry of Health and Population, Cairo,
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Panama; Mr H. Hofstetter, Intercantonal Office for the Control of
Medicines, Berne, Switzerland; Professor J. Hoogmartens, Catholic
University of Leuven, Leuven, Belgium; Dr J. Hoose, Agency for Work,
Health and Social Office for Health, Health Department, Hamburg,
Germany; Dr M.J. How, MJH International Ltd, Holbeton, Devon,
England; Dr H. Ibrahim, DebioPharm SA, Lausanne, Switzerland; Dr J.
Id&npéan-Heikkild Council for International Organizations of Medical
Sciences, World Council of Churches, Geneva, Switzerland; Dr K.E.
Iddir, Direction de la Pharmacie et du Médicament, Tunis, Tunisia; Dr R.
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Ministry of Health, Muscat, Oman; Professor H. M ller, Central
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European Agency for the Evaluation of Medicinal Products, London,
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New Delhi, India; Dr M.I. Pacecca, Training and Research Department,
National Administration of Medicines, Foods and Medical Technology
(ANMAT), Ministry of Health, Buenos Aires, Argentina; Dr C.O.
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Dr S. Roenninger, F. H6ffman La Roche Ltd., Basel, Switzerland; Mr P.
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C. Sanchez, Centre for State Control of Drug Quality, Havana, Cuba; Dr
Sang Gouwei, National Institute for the Control of Pharmaceutical and
Biological Products, Beijing, People’s Republic of China; Dr R. Santos
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Regulatory Affairs, Interpharma, Basel, Switzerland; Mr G
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Science, Center for Drug and Evaluation Research, Food and Drug
Administration, Rockville, MD, USA; Dr N. Sharif, Ministry of Health,
Petaling Jaya, Sengalor, Malaysia; Dr G.\V. Shashkova, Ministry of
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Pharmaceutical Federation, the Hague, Netherlands; Dr A. Sheak,
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Directorate for the Quality of Medicine, Council of Europe, Strasbourg,
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Biopharmaceutical Science and Technology, Bethesda, MD, USA; Dr A.
Sulistiowati, Division of Therapeutic Products and Hazardous
Substances, National Quality Control Laboratory of Drugs and Food,
Jakarta, Indonesia; Dr S. Sur, State Inspection for Quality Control of
Medicines, Ministry of Health of Ukraine, Kiev, Ukraine; Dr U.
Suvanakoot, Pharmaceutical Technology Service Centre, Faculty of
Pharmaceutical Sciences, Chulalongkorn University, Bangkok, Thailand;
Mr M. Suzuki, Fuji Public Health Center, Fuji-shi, Japan; Mr P. Svarrer
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Sznitowska, Department of Pharmaceutical Technology, Medical
University of Gdan sk, Gdan sk, Poland; Dr H. Takeda, Senior
Managing Director, Society of Japanese Pharmacopoeia, Tokyo, Japan;
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Bristol-Myers Squibb Company, NJ, USA; Dr M. ten Ham, Department
of Pharmaceutical Affairs, Ministry of Public Health, Welfare and Sport,
The Hague, Netherlands; Dr S. Throm, Research and Development,
Association of Research Drug Manufacturers, Berlin, Germany; Dr W.D.
Torres, Department of Health, Bureau of Food and Drugs, Alabang,
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30



and Medicines, Ministry of Public Health, Bab Saadoun, Tunisia; Ms M.
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Beijing, People’s Republic of China; Dr J. Turner, Policy and Standards
Inspection and Enforcement Division, Department of Health, Medicines
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Products, Havana, Cuba; Mr S. Uzu, Planning Division, Pharmaceutical
Affairs Bureau, Ministry of Health and Welfare, Tokyo, Japan; Dr M.
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Valentino, United States Pharmacopeia, Rockville, MD, USA; Professor
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Netherlands; Dr B. van Damme, Military and Emergency Pharmacy
Section, Pharmaceutical Inspector BAF, Brussels, Belgium; Mr P. van
der Hoeven, Active Pharmaceutical Ingredients Committee, European
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Welch, Associate Director for International Policy of International
Programs, US Food and Drug Administration, Rockville, MD, USA,; Dr
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Yang Lahu, National Institute for the Control of Pharmaceutical and
Biological Products, Ministry of Public Health, Beijing, People’s
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Institute for Drug Control, Guangzhou, People’s Republic of China; Dr
E. Yuan, International Health Officer, Office of Global Health Affairs,
Rockville, MD, USA; Dr Zhou Haijun, National Institute for the Control
of Pharmaceutical and Biological Products, WHO Collaborating Centre
for Drug Quality Assurance, Beijing, People’s Republic of China; Mr
Zhu Dan, Shen Zhen, People’s Republic of China; Ms A. Zima, State
Institute for Drug Control, Prague, Czech Republic; Professor 1. Zolle,
Ludwig Boltzmann-Institute for Nuclear Medicine, Institute for
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1. WHO 2§ ShbrifE & K 2% i 25 (WHO Expert Committee on Specifications for Pharmaceutical
Preparations) %5 39 ¥Xxi% (2004 4 10 A 25 H#% 29 H) ¥ir.
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IR ELR H b B A0 AR AR e B A1t [ B A 2 0 it
1 YIS EN A BR A o
Faxs hRAEY) 5T WM IS

9930375 X WEE KPR p o -acetamidobenzalazine 25 mg 290042
PR Iy ke

9930202 LT acetazolamide 100 mg 186128

9930204 I P allopurinol 100 mg 287049

9930206 2R amidotrizoic acid 100 mg 196205

9930191 2— % % —5—  2-amino-5-nitrothiazole 25mg 186131
i BEE I

9930194 3 Fk-4- 3-aminopyrazole-4-carboxamide 100 mg 172050
S0 AL Mo B hemisulfate
[izEn

9930193 3-% %:-2,46-=  3-amino-2,4,6-triiodobenzoic 100mg 196206
PR AR acid

9930208 FRIR K B amitriptyline hydrochloride 100mg 181101

9930209 SRR ] B amodiaquine hydrochloride 200 mg 192160

9930210 Ptk B amphotericin B 400 mg 191153

9930211 ZEVEMR (FEK ampicillin (anhydrous) 200 mg 390001
L//))

9930212 P NIy AN ampicillin sodium 200 mg 388002

9930213 AR AR =K ampicillin trihydrate 200 mg 274003
w0

9930214 4—Z W PY  anhydrotetracycline 25 mg 180096
753 hydrochloride

9931408 5 artemether 100 mg 103225

9931406 HE#E artemisinin 100 mg 103222

9931407 1 LTk artemotil 100 mg 103226

9931410 WA E artenimol 100 mg 103223
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Hxs FrAEY) 5T R TS
9931409 e RS artesunate 100 mg 103224
9930215 i R SFT 4 atropine sulfate 100 mg 183111
9930216 i PR azathioprine 100 mg 172060
9930218 A B KB bacitracin zinc 200 mg 192174
9930219 TR KR beclometasone ipropionate 200 mg 192175
9930225 TR EM benzylpenicillin potassium 200 mg 180099
9930226 HREREM benzylpenicillin sodium 200 mg 280047
9930227 BT bephenium ydroxynaphthoate 100 mg 183112
9930228 [REULV SN betamethasone 100 mg 183113
9930229 Al K FA WE R betamethasone sodium 100 mg 196203

kil phosphate
9930230 ACEREIIR SN betamethasone valerate 100 mg 190145
9930233 AT LR IA bupivacaine hydrochloride 100 mg 289054
9930234 1L 3P caffeine 100 mg 181102
9930236 MR A calcium folinate (leucovorin 100 mg 194188
calcium)
9930237 A F captopril 100 mg 197214
9930238 FAL A 8% captopril disulfide 25 mg 198216
W
9930239 TR carbamazepine 100 mg 189143
9930240 FRRVEAR BN carbenicillin monosodium 200 mg 383043
9930241 R chloramphenicol 200 mg 486004
9930242 TR AEE chloramphenicol palmitate 1g 286072
9930243 W E & A chloramphenicol palmitate 200 mg 175073
Hn 2y (polymorph A)
9930199 5-&-2- & 3 5-chloro-2-methylaminobenzop 100 mg 172061
i F R henone
9930245 PR 2 chloroquine sulfate 200 mg 195201
9930190 2- (4-%-3-"  2-(4-chloro-3-sulfamoylbenzoyl 50 mg 181106
W7 FHE) K )benzoic acid
TR
9930246 kA R chlorphenamine hydrogen 100 mg 182109
i maleate
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9930247 ENICENSLS chlorpromazine hydrochloride 100 mg 178080
3
Hx% FRUEYI T AR Bt
9930248 SUWERR chlortalidone 100 mg 183114
9930249 MR R chlortetracycline 200 mg 187138
hydrochloride
9930250 THURET cimetidine 100 mg 190150
9930256 NSNS ciprofloxacin hydrochloride 400 mg 197210
9930252 RNV AL % it ciprofloxacin by-compound A 20 mg 198220
A
9930253 BRIV AL ciprofloxacin 20 mg 198219
desfluoro-compound
9930254 WY ciprofloxacin 20 mg 198218
A ethylenediamine-
compound
9930255 WY A ciprofloxacin  fluoroquinolonic 20 mg 198217
Wk acid
9930258 5471 cisplatin 100 mg 197207
9930259 Mitk g 5K 3% clomifene citrate  clomifene 100 mg 187136
MM IR &K 25 citrate  Z-isomer see
Z-F R W B zuclomifene
KT
9930261 S AN cloxacillin sodium 200 mg 274005
9930262 4% Dy colecalciferol (vitamin D3) 500 mg 190146
9930263 T T T PO cortisone acetate 100 mg 167006
9930265 e dapsone 100 mg 183115
9930266 fili /i 2 %, 2 JiL  desoxycortone acetate 100 mg 167007
il
9930267 BB S S VN dexamethasone 100 mg 388008
9930268 S T b ZE KA dexamethasone acetate 100 mg 288009
9930269 TR Hb FE KA dexamethasone phosphoric 100 mg 192161
acid
9930270 M JE K FARERR  dexamethasone sodium 100 mg 192158
Gl phosphate
9930282 TR diazoxide 100 mg 181103
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9930283 KU VAR dicloxacillin sodium 200 mg 174071
9930285 WA G2 dicoumarol 100 mg 178077
H'5 FRUED) 5T RERH DS
9930287 MIAKTR L s diethylcarbamazine  dihydrogen 100 mg 181100
citrate
9930288 PR TR digitoxin 100 mg 277010
9930289 o digoxin 100 mg 587011
9930290 R % M dopamine hydrochloride 100 mg 192159
9930292 HhmRE LR doxorubicin hydrochloride 100 mg 196202
9930294 KT emetine hydrochloride 100 mg 187134
9930197 W MK 2 ) PU 4-epianhydrotetracycline 25 mg 288097
HE hydrochloride
9930295 4% D, ergocalciferol (vitamin Dy) 500 mg 190147
9930296 TR A ST ergometrine hydrogen maleate 50 mg 277012
9930297 AR 2 A ergotamine tartrate 50 mg 385013
9930298 AHHE erythromycin 250 mg 191154
930299 H%EB erythromycin B 150 mg 194186
9930300 % C erythromycin C 25 mg 194187
9930301 24 e estradiol benzoate 100 mg 167014
9930302 ] estrone 100 mg 279015
9930304 R N T ethambutol hydrochloride 100 mg 179081
9930305 po i ethinylestradiol 100 mg 301016
9930306 Pt ] ethisterone 100 mg 167017
9930307 LY ethosuximide 100 mg 179088
9930309 SRS RN flucloxacillin sodium 200 mg 195194
9930310 SRR flucytosine 100 mg 184121
9930311 i R R A e fludrocortisone acetate 200 mg 195199
9930312 SRR BRI fluorouracil 100 mg 184122
9930313 SRR S F T i fluphenazine decanoate 100 mg 182107
dihydrochloride
9930314 SRR PR Y i fluphenazine enantate 100 mg 182108
dihydrochloride
9930315 N R RN fluphenazine hydrochloride 100 mg 176076
9930316 R folic acid 100 mg 388019
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9930195 3- A 4 55 2% 3-formylrifamycin 200 mg 202149
9930355 MBI %% B framycetin sulfate (neomycin B 200 mg 193178
sulfate)

Ha'5 FRUEY T RRAE BT
9930318 R ZEK furosemide 100 mg 171044
9930322 IKIETH griseofulvin 200 mg 280040
9930323 SR I 1 haloperidol 100 mg 172063
9930324 S SER hydrochlorothiazide 100 mg 179087
9930325 AT HA hydrocortisone 100 mg 283020
9930326 i 2 (L 7] /) hydrocortisone acetate 100 mg 280021

/N
9930327 AL A B FA BE hydrocortisone sodium succinate 200 mg 194184

HIRRA
9930188 (-)-3-(4-#2 3£ -3-  (-)-3-(4-hydroxy-3-methoxyphenyl)-2 25 mg 193180

A A HE)-2-9F - hydrazino-2-methylalanine

K -2- IR T &

iz

(3-4B-F3E -t (3-O-methylcarbidopa)

Zr)
9930189 (-)-3-(4-#2 3£ -3-  (-)-3-(4-hydroxy-3-methoxyphenyl)- 25 mg 179085

P ZRSE) -2-H 2-methylalanine

HEHRHER 3

A-HFEHH L (3-O-methylmethyldopa)

&)
9930328 A5 ibuprofen 100 mg 183117
9930329 R KR imipramine hydrochloride 100 mg 172064
9930330 |2 3 indometacin 100 mg 178078
9930331 S isoniazid 100 mg 185124
9930332 B AR K A kanamycin monosulfate 12 mg 197211
9930333 et C lanatoside C 100 mg 281022
9930334 Kz e levodopa 100 mg 295065
9930335 2R ZF levonorgestrel 200 mg 194182
9930336 Fr HUR IR levothyroxine sodium 100 mg 189144
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9930337 FUEZR NP lidocaine 100 mg 181104
9930338 ENZIE ST lidocaine hydrochloride 100 mg 181105
9930339 Tl PR R 2 R A liothyronine sodium 50 mg 193179
Ha'5 FRUEY T fRRAE AT
9930340 ISR T loperamide hydrochloride 100 mg 194185
9930341 FF 2R IR 1 mebendazole 200 mg 195195
4% m5UbRME B (Melting point reference substances)
9930217 HEIE(69°C) azobenzene (69°C) 1g 192168
9930438  FHAE(83T) vanillin (83°C) 1g 299169
9930222  {HIEHE(96°C) benzil (96°C) 4g 294170
9930201 Z Wk % 1% (116 a cetanilide (116°C) 1g 297171
)
9930380 JE 6 P8 T (136 phenacetin (136°C) 1g 297172
)
9930221  EHIEEAH(165  benzanilide (165°C) 4g 192173
)
9930422  f#iE(166 C) sulfanilamide (166 C) 1g 192162
9930423 fiff Ji& mE mE (193 sulfapyridine (193 C) 49 192163
)
9930286 X f# & (210  dicyanodiamide (210 C) 1g 192164
)
9930411 BiR§(229 C) saccharin (229 C) 1g 192165
9930235 Wi MF A (237  caffeine (237 C) 1g 299166
)
9930382  MHL(263 C) phenolphthalein (263 ‘C) 1g 299167
9930345 PRGNS methotrexate 100 mg 194193
9930346 Fize methyldopa 100 mg 179084
9930347 FH S22 methyltestosterone 100 mg 167023
9930348 AL P R meticillin sodium 200 mg 274024
9930350 FR i e metronidazole 100 mg 183118
9930351 ZER TN nafcillin sodium 200 mg 272025
9930354 R B A % (5 neamine hydrochloride 0.5mg 193177

BHa R A

(neomycin A hydrochloride)
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= ® B

neomycin B sulfate see framycetin

W framycetin  sulfate

sulfate
9930356 FR 9T 407 1) B neostigmine metilsulfate 100 mg 187135
9930357 SO I e nicotinamide 100 mg 200090

Hx% FRUEY T RRAE AT

9930358 JHIR nicotinic acid 100 mg 179091
9930359 TPk % nifurtimox 100 mg 194189
9930360 Je ik niridazole 200 mg 186129
9930361 Jé 373k M — G0 niridazole-chlorethylcar 25 mg 186130

LI TP boxamide
9930366 FR R norethisterone 100 mg 186132
9930367 TS e i norethisterone acetate 100 mg 185123
9930369 WA E nystatin 200 mg 300152
9930371 e ouabain 100 mg 283026
9930372 BNy 7l oxacillin sodium 200 mg 382027
9930373 % % —JK4A oxytetracycline dihydrate 200 mg 189142

L/
9930374 IR TR R oxytetracycline hydrochloride 200 mg 189141
9930376 N ICE e R papaverine hydrochloride 100 mg 185127
9930377 X} R S paracetamol 100 mg 195198
9930378 g LR R paromomycin sulfate 75 mg 195197
9930383 HHEV phenoxymethylpenicillin 200 mg 179082
9930384 HHEVE phenoxymethylpenicillin calcium 200 mg 179083
9930385 HRR VA phenoxymethylpenicillin potassium 200 mg 176075
9930387  HETikh phenytoin 100 mg 179089
9930388 O RIRIE piperazine adipate 100 mg 197212
9930389 IR R piperazine citrate 100 mg 197213
9930390 N T praziquantel 100 mg 194191
9930391 WIBAA prednisolone 100 mg 389029
9930392 BEFR IR JEAA B prednisolone acetate 100 mg 289030
9930393 W R kA BEH  prednisolone hemisuccinate 200 mg 195196

[iadlT
9930394 W B WA Wi ®  prednisolone sodium phosphate 200 mg 194190
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il

9930395 Wk prednisone 100 mg 167031
9930396 BERR IR Je fa prednisone acetate 100 mg 169032
9930397 T probenecid 100 mg 192156
9930398 R R procaine hydrochloride 100 mg 183119
9930399 N 7SR e procarbazine hydrochloride 100 mg 184120

Ha'5 FRUE T fRRAE BT
9930400 AR progesterone 100 mg 167033
9930402 SRR 25U IR propranolol hydrochloride 100 mg 187139
9930403 PSR s e propylthiouracil 100 mg 185126
9930404 XFEZER (B pyrantel embonate (pyrantel 500 mg 192157

i) WEmELE pamoate)
9930405 TR Py A pyridostigmine bromide 100 mg 182110
9930406 Fl il reserpine 100 mg 186133
9930408 4% B, riboflavin 250 mg 382035
9930409 FIHET rifampicin 300 mg 191151
9930410 PR A4 rifampicin quinone 200 mg 202148
9930412 1Z IR sodium amidotrizoate 100 mg 198221
9930413 & H R sodium cromoglicate 100 mg 188140
9930415 NN spectinomycin hydrochloride 200 mg 193176
9930416 T B e 47 3% streptomycin sulfate 100 mg 197215
9930417 Tl e it vk sulfacetamide 100 mg 196200
9930419 it i P 20 e sulfamethoxazole 100 mg 179092
9930420 it i FR 4R sulfamethoxypyridazine 100 mg 178079
9930421 i sulfanilamide 100 mg 179094
9930424 WA e sulfasalazine 100 mg 191155
9930425 i ¥ 82 b 55 tamoxifen citrate 100 mg 196208
55

9930427 R S testosterone enantate 200 mg 194192
9930428 AT S testosterone propionate 100 mg 167036
9930429 NGB tetracycline hydrochloride 200 mg 180095
9930430 AR thioacetazone 100 mg 171046
9930196 44" -ZHHAET 4,4’ -thiodianiline 50 mg 183116

FRGREE R AR

thyroxine sodium see
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R4 e

levothyroxine sodium

ARIR BN

9930431 RO T Ik tolbutamide 100 mg 179086
9930432 il tolnaftate 100 mg 176074
9930433 RSN THITRIA toluene-2-sulfonamide 100 mg 196204
9930434 = FOU trimethadione 200 mg 185125
9930435 R trimethoprim 100 mg 179093

Ha'5 FRUEY T fRRAE BT
9930440 TR KB vincristine sulfate 9.7mg/ 193181

vial

9930439 (PRI warfarin 100 mg
9930260 BREUKZF zuclomifene 50 mg 187137

2. EIFRLISN A BRSE 1%

B B At rx IR Ah - WHO AR A i) S Py id 32 41 69 A

(IRAR O 5/
FEL B L o0 HEOIG T 11 I B I 2 31 LA k.
WHO Collaborating Centre for Chemical Reference Substances
Apoteket AB
Produktion & Laboratorier
Centrallaboratoriet, ACL

Prismav

Sweden
Fax: +46 8 740 60 40

E-mail: who

apl@apoteket

Web site: http://www  apl

gen 2SE-141 75 Kungens Kurva

se
apoteket  se/who

H AT A2 R AT 1 B 2L AR or] OGE H st T

KW M i A

LM
UL

aceclidine salicylate
acetazolamide

allopurinol
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IRIEE K
Ko

I TIENT
R IE B
SRR
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amiloride hydrochloride
amitriptyline hydrochloride
ampicillin trihydrate
beclometasone dipropionate
benzylpenicillin potassium
biperiden

biperiden hydrochloride
bupivacaine hydrochloride
caffeine (anhydrous)
calcium folinate

carbidopa

chlorphenamine hydrogen maleate

clofazimine
cloxacillin sodium
colchicine
cytarabine

dexamethasone

dexamethasone acetate, monohydrate

dextromethorphan hydrobromide

diazepam
dicolinium iodide

dicoumarol

diethylcarbamazine dihydrogen citrate

diphenoxylate hydrochloride
erythromycin ethylsuccinate
erythromycin stearate
etacrynic acid

ethionamide

ethosuximide

furosemide

gallamine triethiodide
glibenclamide

haloperidol
hydrochlorothiazide
ibuprofen

imipramine hydrochloride
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indometacin

isoniazid

lidocaine

lidocaine hydrochloride
lindane

metronidazole
miconazole nitrate
niclosamide
nicotinamide

noscapine

oxamniquine
papaverine hydrochloride

phenobarbital

phenoxymethylpenicillin calcium

phenytoin

primaquine phosphate
propylthiouracil
protionamide
pyrimethamine
salbutamol

salbutamol sulfate
sulfadimidine
sulfadoxine
sulfamethoxazole
sulfamethoxypyridazine
tiabendazole
trihexyphenidy! hydrochloride
trimethoprim

valproic acid

verapamil hydrochloride
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BHO A R
AR AT e 1
T A 2R A P R R

Z % Mk
1.Good Manufacturing Practices for pharmaceutical products, main
principles. In: WHO Expert Committee on Pharmaceutical Preparations.

Thirty-seventh report. Geneva. World Health Organization, 2003 (WHO
Technical Report Series. No 908). Annex 4.
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1.

1.

2

1

it

X HH)ERSEE

ASCAE 4R S B AR T 2 i 25 H K (WPU) it &2 b
A OCAE B, 3t T8 5 5 I (388 FH ¥ L T dn 2 900 4% 2 1l 7y
(APIS)A: 7= I AR AL = K, 3248 T GMP HR e 25 K
RGO ZRFEAEIR SN BARA SO U 2
FZKIA RGN, A Tl A Bl e ik H 38 5 1% 48 5 R
UAROGHS b m B FHAH S IR BT B A AR RTRIE o

A SCAE T 25 FHZK ) GMP 355 J5U0) 2 % WHO LT &
25 GMP —ds 35 U L WHO 25 bl & 5 2% 1143, 2003
A 37 AR E (WHO HARHMREEE 908 5D, Btk 41 19 #hr.

RS T A s, el 258 TS T
BB KA 2Er= ., TR e IR . O 7 T
TR, AR IR LN 2

e ARSCHEASEHEE 1L /K5 29 50 A 5 45 58 3 IO i T
FH 7K B 24 5 O 52 5 i 500 i BT 75 ) 2> i F K

R Y5 H ARG OO GG T, AT LA ek o N AR S R
.

WS 25 BT R bR UME 2 A ERUINZE 5, A A% R 2
b B K 20 i B A O T e vl e k), Y e &R
bt

K RERAE A 2 B 7R

FEL A IR ik R v, KA ez 1
MR R EGEIGYIRL . BT K MR SR, AL R AT Ay
AR PE . KBRSV AR, WRCBE L RO Bl o) IR 22 MAS [R] 4k
B XS YFTA LS BAT e F TS R s s 5
AR 2 R AR SN TR A ARl s s 1 3 1R 75 ) o

2y 45 242 R E T T LK BT AN ] B 2K . A7 R AN
IF) 25 1) ) 24 FH 7K R — i 3 Jst D) D 24 4t B9 17 J=)- [ European
Medicines Evaluation Agency (EMEA) ] %€ () “ 124 K i dg
S5 (Note for guidance on quality of water for pharmaceutical
use)(CPMP/QWP/158/01)”
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PyJ5 TRIAG 2 D7 T ) e 2 R ) f . b5 HAd 24 i R
AR, GEF ARG 22, RGO, i
HAEAE A 5 TR I B O T8 BT ek, SRAEZK (1R 5 R4
AT ERIE . T34k, AR A R
], iR E A R AT BE il e T KA, T B R B (2
XS 2 HIK BB E D BEAT P2 o A7 2L Y U E A mT REAE K
AEBR R G LIRS LU IR is iy (00D REEh B, K
b, SRR RE T VAN 2 (R TR e i B, R
TS e B 2 B Ao 2 OR Y

1.3 EHEREN
BRASCA bRy ol B IR R 4 2 Js A, 22545 H e s 128
FHRI AR, AERRIS 2 ARG IR R Ge, IRt
FERA) AT LA FA B AHAT G 15 S D e

2. F 7K RGBS IREK

H2 K= s e AF s iy (300D RGENREATIE I BETT
2 WIBAT BAUEMEY, DLORIE SR 1 25 HK IR Rl 542
KRR AN H 2 FUK R ST B 2B 7= RE T - I %I RE
DI IEANREREZ I EY) . Sl Bl s g (e KD 1™
TEBATKIAE . ARz (M.

2 K R Ge e, WisAT Mg b e e UG, WZ RS
AT L RATAR S 0 (10 4 7 s 50 1A 30 T 00 19 210 o
e (QA) FBITMIHEHEA REREAT o X173 2UHEVEE K vHJl Py 1) 9
B PELE T 5%, AE LR YEd TAE 505 BT b

TR W KPEAAE B (R BAT A7 BB DR AlR
WaEE (WERTZD AW BRI . e N2t it
FERNIS L 2R G I IE I DUREAT H il o 0 45 2R DL SRR PR AT o]
FEEAREEAC S, R ORAT R IR

A T TEAE P2 UK R G A5 G i 1 —
ORI, NERFHZRLIGUE 575, ORUEIZS FI K 2R 48P K7 75571
RERA LR
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3. IKEuRiAE

3.1 #hiR
PR it SR S BRI AL L I AF AN e . ANELAE R e 2y
IS AT CATL T A R BT AR 4 o AR AR S T /A S A £ 2 e
#ATHCR

(] ¢ 24 SR ] e 2 i b 0RO 1 25 HUK R B b, Rl ik
T2 P K T B BTG e PR E o R 24 T K A Al Ay
B AT PN, I8 A AL B TR AR DY A5 A G 2
Hh AR R TR K

3.2 IRAK

IR AR FERESR IR e, I H38AT AT 85 8505 G AT o i B 1)
B RGN K

BT MRAR B At A7 /K U5 P S PR 7K 8 0ak A7 PR A B 0 A R
KA, KRG A AL . RARKIFEFE AR KL K.
KT KET o KR BAR TS Dl g T RIE AT G 224
IAZR X ) L AR K AL B i o SRR D A B L FR AN . 25 R
B DRI DA SR R AR EE . R ACR A ALK RS, ZRS
(K YEE 55 S IR 2 A RARKIFE AL Ao A FEHEARHA KR K HE
AT, DRAIE PR A 5 T KRR vt 2 A5 461

7 WHO JCHIZKER S IR )L E BRbrEfb 4128 (1SO) LA HoAt
b DX 5 (R AH D HLAS) R BR v 0 o T FH K R B b v o 4]
KRBT AT G B B LR I 1) T AR HE R E

WA 2 S 2= R SEAN W B A TR, 8 DA K
A JEUK AR 7 o vy e (A T 24 FH K, A St s e R R K e A T
R, DA PRI A R K AR HE

3.3 ik

FHskA: =4tk Cpurified water, PW) ) 5t /K 43 /b Bk 310k 7K
(P AR e AlK AT A 25 TR BRUE K (1) A 27 4l BE RN AR A 4l
P EK,  [R]IS) R LRl FE AN 7 0 e HH IR A ) S0

3.4 Z4hk
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Rl kA &4tk Chighly purified water, HPW) 115 7K 48 /b 823k
BN K TR Atk SUPE R 2 3 ISR R R R T b
HEo WAk G R R S K (WRD AR, BGXT N R
PR sk . AEIA K etk i A B VE AT 28k T SE . AT DU
JRIBIE AR BE IR & 5 R UR O T B SRk AR gl

3.5 EHTAK

FHR A= 45F FH7K - (water for injection, WFD) (1] Jif 7K 25 /b B3 5
K AR o 5 P KA R R K AN 2 e 28 (5, e e
—ANrh R JEORE o YA KR o R ) B e PR R 2 K

VE R SRR UE ) —30 50, A7 6 24 JAE v S KOS st s ofe o P
TVES KB A A o G ] o 24 BRI MR 25 BRI B i — P4l
1 BER I 28 TE

3.6 HhRAHIK

AN AR T 2R R () A 2 TR O (R K IR, N
PR BEAT 0 B, o 42 /D N ARF A5 24 i rb il 24 FH KRR o o6t il
PR AE ™ K IR

4. ZoqnE = Rk #5517k B9 2 A

2 ity A B LR IR E T AN R0 A 1 24 H R RA S b e
Wl AR AR T CRIFD BAN R T 200 B F 24 /K
JREbRE

FEGCE BT K B ZRI 2% 18 240 v 1] 44 B8 7 i ) JH 3k LA
LA TAE A 2y i 2B R R T AR B B

A2 I T e B KK N, (Rt BUEI RN R RS &
MRARHIZKD) ATEAE AT 2K o AH 2K iR A Rl R sl i SR A%
HELEZh L IS K RLE 1 2E 7 TR R B o

VRS PN F T I R 267 A il L 24 i s 24 R
fift MR EBCR; oV S AR A o S 248 5 3 Sl ) T 4
e A MG BRI T G Vs I R VS KA T S 2tk . R —
AN YRR B Il Al 22 7 ik L BRI e S A, R AR S
PR HEAT B i — IR o

GRS A I B AR v B AR 0 A P B L

52



P, A A 28V T TR 7K TR £V SR F 7K PR B s A

5. K& TTIE

5.1 #hi&

FERSE (N2 S s HAR S 5 30D B2 A b e, BR
TESS RIK I R AR (S WL 3.5)8h, LAt il 25 FI K IR e b e R
F A T 284 WA IR 3R

WZFRRAE SR K (K H@ AR AN N 1 AL 7 ik sl el D 8, ik
FOOKALBETTIRIS, N 8 LA R A 5%

— /K AR

— A RGN R B

—JFUK B LU AN RN I SR AR (=5 P34 )

/KA BB A AR AT ) Al SEE AR

— /KA BB AE T8 L AT R

— AR A AT UE Y AR IR IR e

—— AT A

IRACBEBE 35 KA 3 E 2R G ) S AR e SR N 2% 18 LA DY 3%

KA IR AR H S K 175 A8 RS

—— KA IR B PR S A R ORI B 13 et

AKHD;
— AR R (W TR ZE);
—— i J
— kBN

B AARANT Sy B X EERE G A ) PR A R B

—XHE VLA AR (RIS AL AT ) IO 32k

— X RGN ER;

— X ITAT AL T AR R IATEORE 2R, AR R 4
RISCHE T 2 B REE B . B2 DK 2ife e . /K LKy S
RGBS A JRATRI N 1%7% FE L NP EE N 5«

AP 2 b e 1 2 1)

TSR (¥ G5 AL Ao

— BT RAFORIR RS R AL

— NP, AR R R e
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5.2 [REKBYEFE

PRZKCRIE T K WK EOK EK S K. H T E A —A~
ALK R AR BN T 7K U5 ) S 7K o) s 1) FH R K i 4 e A B v
JAL) B ARHE K T TR ) 3 2R K Ak B s R4

— ik

— Ak

— I (LR A R SRR A 0D 5
— LB (B

— YU

/D FE LR 8 (R TEH LA B o

IR AT AT H 8 e i AR KK KA BER AR
DA R A K R 8 AT ey e AR T ATART IR, 8% BB FH 7K 388 I 41
(RTI. an SR KB R A T W ARk, RO AR K B
2 K B R TR 25 7K A BERRE 16 SRR IR P PR AT A, il
S B A RIFAERY

AR Al K A B AR e KT K EAT Ab B AR P2 KR K
A BT R P (R 7K A P R ZK M BE 2R G5 AT R0 s A7 RS o (B IR RAIE
(QA) I 7 Arse Mt HARZh 19 B HERT, AN A K AbHE R
S (S8

WU P ORI AF R B K, A7 R G 0 EARAIE AR FH 7K
() AE AT AT AN N B R KGR e A7 B S, #6
TR (1) 7 9200 AT R A 36 o X0 T A AR K
BLRUF PEAE K1) B I BB, akE G K I A7

NI K R g “ A m R4 Cindirect impact
system)”, AFFEHATINIE.

DK GE (1 T 2R BB X /KIS S 45 W SR, AFAERF IR 1) o) A
RIS, 1T T e T FH 7K TR 7 AN A A 3K 6 [ SR RS o 0T e
K, N5 HABEFTR YR FE, B K {52 1w 2: 47 o1
i IFRHATRABGIE D, AL REXHR A4z T B 0 mT 822 PR TR o

IR KA 7= B A TR GE Y e 8 58 R P T 5 o I /KIERY,
E A, JHE MRS B IF O, IXFE T DO I REE AT AR,
DASGHATHE S T BE 8 . B B S o RSt N i R 8 HE 25 Blnh vk
PARCTH B

X b g (sand filter) &I Bt R (carbon bed) 7K b £
#%(water softener), IR HUREI (1) it DAF Sl i A= 05 G o — HZE
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W5 e TR ARG IBATAY 0 R e Y 55 R 4
MK R G W LR BRI E TS BB el #4031 7%
A RE B RS T34k, P IR AR BB 6 o F A N £k
UEAT FFEL IR, RE rT A S A K

5.3 “h/KHYEFE

20 LA R E 2l K 1) BRI 45 71 o AR Y I 2 36k 7K 4l
AR B — RYVEARA T Tl & Ak . SR Hl % 7 a4 &
TAH IR BIEE, WSR2 .

FERTF IR — N K alifb RGN FFUEH B LU A 3

—JFUK I i A R ZE AR S

——aliK I B bt s

—— SR A2l D
REUR T AE;

—— NARIE KR & 2litl, T AT AL PR 5

—EE A, AR RE—ID K AL EED BRI P R

—— WA IE I ] R A, BRI LIS G

—— R HIE IS R AN BT I A D SR . R
WA SR, pH MSAPIRES LTI R . SE A K RGN
TRAZY S G R, JUFRAE R AL T RS X K B 7 R AR
BN TT ZE KA o fl A 92 AN FE AL DGR, T E LT
JLFEIAR:

———FEATAR B S AR AUE K 2B A3 B 2% HH K I 3 5

——IE I IE AT k) A RGP A K R G
BRA R AR B A E P AR R RS ) AT = 25°C )5

—— MR R

—— IR AT LN BRI K AL BE ) T
N 2EE s CRAG A S 2=

5.4 BH4i/KkyEFE

ALFE RPN 24 BLAE N AT ] — SR EE B 2 L, #E A R e v Al /K (1
A PE T ATAIE { I AR A B R sk — Ry AL B R 4
BrAR AT R A4 gl . SR R AR B AL . R R B
#Ek.

5.3 W FTIA I Al K R T s I FAEE T gtk
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5.5 ESTRKHIAE
2 SR R BB e T VRS K IR A D R s BRIk
A AR 2T, AR 281 e DURHAR Dy JEAih 1) B A fed
KA T, IR AU, 2802 X /K Ab B 3 25 (1)
AR AL
FERUE KA RGN N5 TS LU JLAN 7 1 :

— UK R
— S KR PR b

UK R AR, B TR 8 (k) K
{EE

He A 3y 6 5
— R IRE TS R R R R

6. KHVZE{L . IFFIDBECR SR

ARy TR IR R G LK KRS K. 7K
(R A AL RGN 5 AR M SR 5 5 18, PRUERE KR S s X
B, FRORBEAT K AL B b T IR RIS AT IRES .

6.1 #hik

K HIEAF RN 3 BE 2R GE N BEAS K AR P RGeS B 0 o A2
TR AR AP BEAR G, BORE L /R UG B o) B A% 1

MR B & 7R KA UG, A2 Atk T U AR
B S PEA B NIEKEE AR5 FR 0 Fo 2155 S
N TR RUR R A AE A 73 B R S 2K

I BEC B K (I A A R 8, AR W20 e A 7K PR Gt
[Fl I A PRI A7 M 73 BE 2R SEE B YR I AE oM ARk 5 il AER
UEAR AT AH Kb o

6.2 SHZRAKRGEMA R

AHR ARG T 20K ORI S K AR P B DL IR
FIKIEAF RN R G 520 HUKAR A AR, AR S 1T
THRAE SRR BRI BCRIN AR & BT 41

MRNE: ATH R AR NAE R GRS A N ARE, TR
I N ARG AL AL A T RRE

Bk BIAT 55 2 P KB (R A e 2 A AR P VTR 2 Y
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ARt

B AR, AR S K R B P AR ik o Oy JBE B AR
G IE KT R R, AU REIE M O R, A IO A R
TIEEAT AR, A BRI TR 2R A 2 e A P P PR AR 2
P EEf o 125 K R GERT LR AT & AR AR e IR 38 1 (0 R A R AN
ANEBRREE, AL AR, G0 52022 316L 2. fERS
P05 2 2 e B o el sl AR B AT AA AL B . SR AR SR A T
ALK BE, AT AR ARG, AR AR R R S
CGUEO BEATHILALEL

 WEESIYCALER: AKAESIAL LU 75 5 %2 BIRCE M5 e, Wil 2y
FZR AT Ay BEAEAR POIRLEE 25 PF N AEHT, K R GUalt SE 5 5 TE i
TRAINE o T2 H 7K 2R e ) A T 4R D' A B w3 S T A B P A RS
MR . T8 N BEA BRI AL I A 2y R AT h, ' e N R Tk
REE A B (Ra) AHEEE 0.8 oK. WERAEAI AR, T
LICR FHAUBRI G AT F ARG B, RO 7T LUK sl ANER AN AL TR T
TAEST o

MR RGUMRLNIE L HIUE (R4 27 s T . AR
S ESR N AR AR TR TR R T T Z S H I e 5%
FREMACR S AT IR % DL 2 ELI R SE A T A ULAG 7 4
Rl

RSk T WEARAE AR sk, B A BT &
DB EOR . WO EE A TR A, DR DR S A IE A
A VLS BRI IE A 228

sl RGETPTH TR SRR TR, JF H AT
PERPRLTCR GA% (K J5UAiE - s e B HEIE S RIAS.

FEEE: BN R G LA A EORIARL, A4S 3161 AUA
BN (35O R R O AR W G Lo o HAbA ARG AR
BRI A LI (uPVC)AET] T T AU FE S BAR K ik B e 6, BB
WP A A VAL 25

6.3 RGEHFMEMOE (B) BYIZH
AR5 K, gk K A BB %« I A7 A0 Bl &
G W% H AT A T A S0 85 A 20 ) el A 18 2B AN B [y
s[RI 2R G000 B A A R GU YR A SOk A T T T i PR K T A
THBRERIA o FEBLV /K R GEI 3 2075 18 P BRI 5 A KR B,
I E A RTINS AR RE TP TR K I ROR .
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HEARREZAT R I RS, 85 REFAE 70~80°C IR 4%
PENBAT ARG D R AEMEY G R PHEH R Ak B R
SRR AL R m 7K AR A U B SR IS, At RIS R PR 3 It
B A0S e AR AT T (KL 6.5.3 #1593

6.4 FMIEFERFJ[HIEXK
HIK ARG I KEEAVF 2 FEAIVEH « WHER 3T A R )Y
ZEELL R A #.

6.41 WAkEE

IR T SR S I A

© RF AR AL BE B 26 W 25 RS REAE AR AR K S AR RNERAE 1) 22 A L S (1)
KR I A ARG DU R AR RESE I 2 I rh A

R AL PR N RENS FF SEISAT AT AN 8], IX AR AT LU S A
e b I 1R T I A % P i 3k 1A ) 7K AR A TR e 6 1 s
J3.

© DR PRI RS DRUIEAE 7K AL BV 6 Y B G AT Ay 2 5 1 3
FREREPA M =1 D0 N BeU R (R0 26 FH K, =i fif o i
2% FE BERS PRAESR A 7 — NI it B — A A ol 3] el A
B SR A — BUR 1] 1 FH K

6.42 JTREGIERFR

N T AR RGNS R, H 2 R LA

W KREZKC T LA 25 18] 5 B AR B A E i e RIS B Az, AE R
REZKI RENE AEE 5 T AP A M B E IR A b 52 i
JK Gy BEAEPAE T8 1 v v A0 E BN R DR UE I /K G/ T AL 1) 23 Tl fig
R KUAT R AR 1 BB SR 5 2 TR o 7 e s R EA T o

7K T PR A (10 P 5 12 3E St BAE A AT DX, BT LB 2R e e
HETE

W b B 2 U D s LA S VRRE N KA (K2 10 o 1B H8 1Y
ZRENS 1L JE IR A T HAR BRI . LB NAT & BRG], DL AE
JEAL (AELRD T LI LS B PEREAT R, B2 PR 2 SRV i
BRI AT e r) sl v as ol B B AR DERS N A ZEVS
e, UE AN R AV EET] SRR g A FE B E ARG, S EUCRE
IPEE S

AR SRAE I HE FAEHT T IS W0 75 AR S LA 1k s 82 A )
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I R AT 17 13 i P BT 20T & TLZERRvfE o X TR, 20 i
MM ERER R s, AT I R GE0 FE B E A A

6.5 MHOEEREK

IR RS A 8 R G AT R Ky gl RN 4 K
I3 BC e WK 7K BERN 29 BC 4 3 v 175 Qe AT 48 ] o 702 B B
ETE T RHK SO O — A AT I 98, RO A B ESBAL R T i B AR
KoK RE TG

6.5.1 MHEFRHIFIHHHR

L 25 FH /K 2 80 b i SRR T HRAS e 248 58 in Al v4 21 1) 25
K, TSRS 1E NP A H R R K v Y. N B SR B
LA I RUE AR A SO A AT e 3 o T R AR LA 2R ) AT 6t
&, AT IERMBARM L, AR T2 KR ) A& R R
P AT AE RN )

U SR AT W o TR R AT 80 38 I8 T 1l R 49 P O 8 (1 A0 B [
P EE KN, IXFERTRE R RGP AN R 2 K

WP AT BRI, B R T SR A RS . A
IKAEBE R G AT BAG VRS, 75 ZEA AV NG PR S A HTI 18] 138
P

6.5.2 EHR

TR B U 5 TAARIE, ZEREATIE 2 1 B LRI 1L &
GiMight. WERRGUARCE T &2, T2 HIZR A B A AL & 2
WEAE R GG SRR (dead zone) .

6.5.3 EHEYTREAR
DN N2 HIE a7 NI G S-S A ] U Sy S PR T
KRG N YERFRFEE) Il IR, BRI
Jl. FERAFKACER RGTS, F 2 I RGN RES R BT 1, 7
BAT R IR I I R G2 B RE 4 Fr R P INIZ T PIRES . BRI
RGEMIBATIRET, WRAHIER. BIRsE s S, Bak
HH N I S AN 3 T G
* RGBT AL T 1 R B A e i
SHTEIRRG, RGP IEIENIZS AR REE S 3
AR R R, 0 IE (deadlegs) NASK T2 1B H
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2 (branch diameter) [ 1.5 {#%.

R Hs 13RS Z G0 F BRI RE T

o FH TR IR )8 1% 2 1A B B R

CETEN A N, T

o AT I DL 5 A s A A

—— (T T B R AN O

— YR RGN GRIGEE A 70~807C);

—RHRAKE N KRG TIH R GEBGRE ST 70°C);

— R I PR BT v A T R G AT K R B

— R SR AR A 1S A SRR R EAT R BE, W
RN, — 0 BRI K Z Bk &G ik 240
B AP e bR 2s, A ERAME IR v] LA 3 B 25 B4
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1 R(EEEEM

7.1 FKkARGREHFRIEIT

AVEATER . e I AT PR R0 S 1 alis AT 2 K &
GEUE BT T SR . Wi AT TAE N Z B 4R, REWE,
BAERGHEANC R R G IAT I S8 WERAERAT R G Rk TAE
I 75 B 2% sl R Ge sl AT I i il s I ARis 4T TAE R ot
FHREE A S A EEAF 5 S kv Rl AR 25K

7.2 RZIAIE

HIZT K Bk ik R S 7K R G4 A A 2 % 24 i Jot
A HBEEWICERS, N IR RGHATUE. IE TAEN %
WU VA 5 % 1F 56 UF (design qualification, DQ ). 2 % 56 iF
(installation qualification, 1Q). #/ELX:UE C(operational qualification,
0Q). IZATHE (performance qualification, PQ) {46 iIF YU HEAT .

Afe T IR KA w LT DQ, 1Q F1 OQ il 1 M D IR, iy &
LR TR i TR 25 UK RGIE AT IR (PQ) IRk ik,
XLy v RS IE 1 24 UK R Guia AT AR e R T Sk . R AL
TN B T, AR 25 K RGN RIS AT S AT SRR
R A A T 50 AIE PR H R

BB F 2~4 JE I a0 245 H 2K R Ge i AT 4 1 ) i
TEIX— Bl 5 25 K RGN aia 47 I H G M F Pk B 20 -
WAV N AFE LN LA IR .

R HE L E (1) 7 ZE AT A2 R A 03 A Al

o B TN JROKEURE, AL & .

o B RN R 20 Al A P PR RSN

o B T AF AN FHZK R BA S AR & R EUR: R EUREAS DU o

o ST Y AR A VO

NI ERE . TEVE . WHREDA Y IR

O AF o AR R SR PR T 24 K PR AR Rk R B A

SFEAET YEYT L T RE AN R A AE 1 A P AT I o bR v R A

o Yo 1 R R o LRI Tt ) A~ AT A
* S ST AR D R IR R o
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S B B AR R 5 18R B B AR LB AT ik Je (1) SOP
(RIS BEAT D 3] 2~4 Je Rk — 20 i) A i il BBORE D7 58 55 50— B
FEAAMA o 25 B B K] LR 25 b K 427
NS NAESUR YN

——UEM ARG A RE Vi FE e AT i ) SE AT E

——UEWLIE SOP Ia 4T R, AR MAIE AT 5 iR A AR 22
SRTIZG P K ml S AR E 1

B RS BB S UR B = B R AT 4
5 I B2 K AT BU T 25 R A, AR BORA BUOR H AR

UL R MIE AT 1l FEdt .

o BRUEXS 2= PEAAL PP

o FE TS — MR i BO SR UE WA SRR o HORE L HORES
HFIAR Ll D )5 LI o

7.3 X ARGTRYFFEIEI
eI KRGS =B B e it H . o RGEHEAT 2R 5 0F

o SEMCRGEVINT T, AR 5 = B BU 45 R 57— A LI s
%
a8

N S5 Ia FHAE LR AR 2 B RN 39 2 RAE IR I F- B ek — il
WS HORERE. K. WS ERRRAPREE, 22
IS BRI A A A TG AR o A FH 7K s R
SE I URE RURAE B 2R /KAE o /K B SRAE 7 AN S o A 7= i
K R HOK 5 AR ] o

I 2 FH A EA T ARSI, PRAE K T A9 B 3 52 1) 25 LT s b
TR I H N AR SR, pH. AR MEIREE. R HLER.
SRR R R B
] e S HEAT a4 A (trend analysis) .

1.4 HIZRAKRFRIYER
MR 52 47 SCAF R (R 4P R Py 1 25 K R GEREAT g, 3 2%

FELL R LR
—MEN RGEETCHE I LET A
—— IR
LS5 1) SOP;
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— RS AR AP 5
——RATWI I HE Y T A ERAT A

—EFIRAR G Y TAEG, X RGHd A AHLAEE AT
—— IR A AE Y R R B 1 ) U R

1.5 REHEE
IS SR UK (2liaK s mnai K R S KD R TR 7
K E gl TR, JRESE (QA). IR FYES HE TN B4 1k
KA N A RS DL 51
— RIRE A G AR S I O
——RARIMIBATIE L
——RR M FENE;
— R
— R A
P
ANFF G I A v ) 0 45 2R
—— R
—— I T RS
— KA
—Y7 SOP H AR

8. HIZHAKRZERIINE

W2 K (Al K FES KD REin] fe 2 EHpLe 4
WHATRL A RN G o 125 K FH P R0 e 7 R 25 K Rk AT
WA AR . A GMP fa R W nI1EA Rt iz, LLTF
HIH T HIZ5 K R Gk A (I H DA K & 3B 2 .

— 4 A HORE i (R EBORE R oKl
S I T LR AR R A i 1 S AR E
W 5 BRI ADEA

— R RGO R A A R A

— X — R G RAE T AT A, A A
SEiE 7 AR s (change control).

— A TSR AR Bl DA SO AR S AT I () A

— X RGORE A AR A

63




—HELEY . RIONYE L.

—— AR BRI IE AT HE
XPAL T2 PRSI EAT RS, NUE ] o Ay B K 5 BEE
X ARG EARGERA IS RS, LU MU i 24

Ao

— ARG R

— ARG R

— ARG

2 % X’

1. WHO Guidelines for drinking-water quality.  3rd edition. Geneva.
World Health Organization, 2003.

2. Water and steam systems. International Society for
Pharmaceutical ~ Engineering, 2001. ISPE Baseline TM
Pharmaceutical Engineering Guide, volume 4.

3. American Society of Mechanical Engineers. Bioprocessing
Equipment Standard. = ASME-BPE 2000

4. Biotechnology. Equipment. Guidance on thesting procedures for
cleanability.  British Standards Publishing Ltd. BS EN 12296.

5. Harfst WH. Selecting piping materials for high-purity water systems.
Ultra Pure Water,  May/June 1994.

6. Noble PT. Transport considerations for microbial control in piping.

Journal of Pharmaceutical Science and Technology, 1994, 48;
76-85.

7. Baines PH. Passivation; understanding and performing procedures
on austenitic stainless steel systems. Pharmaceutical
Engineering, 1990, 10(6).

8. Guide to inspections of high purity water systems.  Maryland. US

Food and Drug Administration, 1993.

9. Tverbereg JC, Kerber Sj. Effect of nitric acid passivation on the
surface composition of mechanically polished typed 316 L sanitary
tube. European Journal of Parenteral Sciences 1998, 3:
117-124

10.European Pharmacopoeia: ~ Web site for the publishers of the
European Pharmacopoeia and supplements;
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http://www.pheur.org/
11.US Pharmacopoeia: ~ Published annually; see http://www.usp.org/
12.European Medicines Evaluation Agency.  Note for guidance on the

quality of water for pharmaceutical use London.
CPMP/QWP/158-01.

13.Pharmaceutical Inspection Cooperation Scheme. PIC/S;
Inspection of Utilities; P1 009-1. Geneva, Pharmaceutical

Inspection Cooperation Scheme, 2002.
14. The International Pharmacopoeia, = World Health Organization,
Geneva,; http://www.who.int/medicines
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Fihsx 4

WHO X F 25 #0HE X444 RY

HtEfR S E N
1. %2
1.1 RA%E
1.2 RiE
1.3 fFEEHK

1.4 2y M SR BRI 532K
15 ik

1.6 HFEEASE

1.7 AgRRRI 4

2. IR

2.1 HhFEAESS

2.2 HUFEERAEAI S I

2.3 WAFFIRFE

3. EIEEM

31 Zymikat

3.2 B

A HEZ IR (He32)

4.1 &kl

4.2 PR R R TR AR R 24
4.3

4.4 I E (NAZERIMIEE
SXTHESAEPIRL, AL RLRT st IR 1K)
5.1 ikl

5.2 fudeptkl

5.3 Jdh

22 (IR
PR 1 il R SR
BEfE 2 dlFRC sk
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BiPfE 3 AriESRAE R P R 2 BRI D B 91
BiEf 4 Tl A7 R R AT R 24 i FEAC TR 7 2 94
BPES ST RGI T « TR np M 96
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1. 458

ASHE T U T A2 T PR CEOd 24 i B G A LA ) L o
BRI AL BUREBUFA AR, HI A —
SEREA U E ] T RIGHLR . A R AT

AVRSRAERTEE I Zh, AL 25 55, AR [ S50 LT 25 dh i)
o R R, O N 2 T AT RN, A S U RAT
REX.

X RIBEATIE RIS, N Te o % R B AR H (1, IF
LI 2% 18 SRR PE AL VTRl (K U DA S PR SRR BT 2 B A 2R
XF A H WA 1R bR T R E 4718 Ik I 1% 25 2% B A v R AT 2GS
o

1.1 Bk#EE

FHAE L PR AR R H ), 2R St rh il EGER 20 o P ol o (1) 45
PEIERE . (25 CARTED o JHFEFE I AT S HFE I H 1. e
P EDURE (P45 BRI R . I BN FEAS M E o AE L N AT 1510 5
Ao

I A5 FH 3 BT 1 2% 5T /NG 3 5 B BT Bl AR O IR
1B, AT AR B AR JFON EAS IR 5 Gl 25 5 e Jim 82 53 AT 45 R
(A Uk

1.2 XKi&
TS e OEH AR S E . AR GEAE AR S
NGRS

B FEFEA (Available sample )
ARFEA IR A RECGE Z D, #OAT LIRS fa I FEAS .

7t (Batch)
—ANZy RS R N B . W AR PR R IR SR,
EIEFRAE =AM RS, A UL T (15 BRI e i TR N 1R 24 i

SHHIFEA (Combined sample )
B T HIREAS S 4 1 i R4 BB AR AS B > DA AR A 5 545 2
HIFEA
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Z=ALH 119754 (Consignment )

ZEHEIN L7 Sl AR AR R 8 SR EAT 5, B AN R AR
P MR LAY — R M — e B R LR SRR B2 . =R
T A DU RE — AN 2 AN AR R A sl 2y, i AT RE —
AL EREIR ISR R

R (Final sample )
I ZEFEAC I ARSI FH AR AR o

/Al )% (Homogeneity )
TR S R RV AR RN, 200 ol 2 [ s P i o (19 ok
FAR R AT ), RIS RIT, A a2 AR TR 4 i

JRdgHEA (Original sample )
JRAGHE A ST B A St A U R AS

Zy; (Pharmaceutical product )

2yt AR T N S ESh P o sl i, AT DLt da 8 1) 11 57
7 it T RS2 B R 10 24 A A T 1 o ) o R
Wk

fiiAilE (Prequalification)

TRIAUESE FRET R BT 77 1007 SO 45 10 T R 1 A, BdEFRm T
T B MBS s A DR A IR S5 (R Al W i
PRSP AE = S SO S AT A s X HE R I L GMP ArHEZE
FEPE R RS IO B R AT A A . R I B I AT B
(RS 20 N DA RS bR, 7= b IR S5 S 2B 7= B il A3z bk A T 4G
o i — S ERHE, T H A T e e i R A R 25 ) it
PeAetE, NI R A A LA R LAY . A AL R4
FEHBAEAT AL . FERTALVEM, A i 2 A A T IAE (R SR
ARBELEXT ALY B AT PEAS I, 0 Bk R Al 2R A (1 R T e 2%
FrAN AL

7~ (Production )
e NIRRT R, AR R, AR AS
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FEGFRAE BB B 2 BT IO S8 G, 48 25 R el R S B ) i A 2

g%o

BEFIFF A (Random sample )
BRI B AMARAT R LSRR BIREA S, B IRAS B FE
AFR A BEHLEEA o

1CAEFF A (Representative sample )

MR —AFETT 5, %07 ST LA ORI A AR 32 Ll AR
[ — SRR AN [R5 23 B — N RS S REAR SR A R JE v, X FE
IREA A AR PEREAS

F7#F (Retention sample )

P AL S A A B SRR A A () — BB A0 A AT R A, KRR AR
AT o BRI B DY 2305 2 22 D PRIR e AT IR G 2, A IR 2 2y
VEINELR — 0y Bl 2 (R ERE, B0 B FERNAZ A AL PR IR ALk

A
’;\&Li‘o

FEA(Sample)

FEAE MG 25 AR, ISR T E R — 30
FEAR IR 500 A2 2 08 56 R T 1 A SR 0 7 22, 04 S R R A
TIFE S o WERILA FEAR S E AR S T R B R 2L, A A
D NAZAE A S5 P B e R RE A IR T DASRAS I AR i (R
WK, A& BT VRO I .2 18 21 B TR A B A R Ty ok (1) 52
i o

F#¥ 7(Sampler)
A B2 T2 A1 ST AT HRE TAEMI N

FHE 77 72(Sampling method)
HRE 5 Y 0 A S P v R 1 DG T R AR 1 ¥

FHE % (Sampling plan)
FHRE T FE A 2 T M EUREAS R b A B ORI a8 i B 4 e
Hri A A G IR AT 32 bRt ) S A0
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HHEFZ (Sampling procedure )
FIAE R P e A2 AR 0 480 2 (1) PR GE R 52 B i BB AT R 11 4 0 45
1, FEHRE 7 2 TR N AT FEAN 1 AR T

FE R (Sampling record )

FHAE S A A2 AR A 1) R0 A it B AT e 1 1 T A
Ko IARC N AFEFEARL S . SAEH . Mo SRR
S PEAR AR AL SRR R RT B 0 S AR O RO S 3 1 T A A
RAF DL, R N B (R ik 44 FAE 7

FFEE 7 (Sampling Unit)
HIFE AL IR 2 SIS 4y, bl — M R —Afal—
MM IUESTP

TR IFEA (Selected Sample )

T RE A e A AR B R Rh A A e I AT 68 B DR 1 1) A
EFEA RIS A4, U FEA TP ] e B8R BT . 4 G
(s i B AN RE 2 IR A A

747 (Uniformity )

M FREHEFEA, REREAT AT SR E, T
PRI S5 R R AN A B 2R, ZRADEE )
(1o BRAEA R PERIUESE S, LN PR A A 2 3 50 1. A BN
THUL Yot A0 G ISR 4 &M 15 AR ™4 an i 10y ek
HURG s FEADEEI) . a0 RAE S A RSTPE, Bl A — ek i 2
A DS o6 ) SR AT Y S 1k R A T AR A

1.3 HEFERRY

SRRt Al REH AR H ARG 2E, JH0ALE . ZeATHE 45
Woo )RR AR R R LR ST, AR
SRR iR RS

RREASREAT FRIAS U AT LA 40 R I H -

—RFEARRE 5 e

—— 2 g sSR AL R A A 11 4 TR D

— BRI JE AR
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1.4 ZmAERYRA LTINS K
PAHIFE b AT REE T+ 1 T2 2
— I &2y A R i kL
— A R g R A CRE B 7R s R 2 ROk D
—2h OO bt B E A a1 B )
— WM RL
— AU R, R AR AN T i 2

1.5 IhMFERE
FAE e 25 N T s

BILEYI, T i AR BT A S5

URSRATRE,  NAE DS 0BT K& 1T IX el 37 i 58 it i
» HPEATT RN S LIRS, LR R EA AT ;mm<m
D b TR dR) o JAE I DS i A A L SR e %, — A

B H S NAZFF SR PT A AEA AT

MR s P EBGES 25 Mk ke ™ i IO REAS 2 A7 IRHE . G SR T
BE, KT TAENAZAE G (1 BT, DRRARA &%
T B ) SR AS BT GRS CEEmR 2B ) RARZAT S5 e X
K o

A7 LEYPRL N AERF IR ) 8% HROPASEE B SR CEL R i e
MBI R AR SRR RE A VS B, BN RIT], SRS %
ESN DR ﬁ%U\i’if”jéliBm*?ﬁ@ﬁﬁ“%ﬁ%@%ﬁ’ﬁ?’ﬂﬁﬁ& AL
FERPE R AE . (HOZ, R N SN ARYE T AN BRI AT 22, i RAEAS
MRS 2, JFH, PraFEARMENK B[RS, fldfAFE—
M S BT AEA

3

=

1.6 IMERYER 3T

NI IR R R £ B

BURNLKY, 255 BY R (AR BRI, B

HISE % ST A e a1

JE 2 IR S A SIE e DL AT AR T TS SN, B

A 24 R U PR S R LK

R, Benid K 2 5 SR R BURF B AE BURF LI

ApEgll, 2R FURE EITE (GMP) i RILE (2 2k =
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ik
TR AT EAE SRR SE B AR B 78 B, PRATHRE BE RS, O
HW B A 20 1 2522 SR DAL AT T RE A RO 22 e e il TAR . th T
FFEBCARA B RETIARZE, X RATHIRE IO B, AR R R Bl 52
AR PP AT 38 4 A IS 7 B . BRI N LA 0 7
AT AT IR S o S0 7 I 2375 WA 1 Sl 7t AR 1)
B AR DOZAFEA I G

NG SRR RER NN S TRSE il ST S i P i NI
I EAGAE AR [R5 QAR B 35 (IR S, AT A (¥ ] BEBL R AR B D
NIRRT

U R BOR B i ZEAE = M OC B B R 2, 3 T #ZE A
SR AL BRI, SRAIBUREAS T REE B S R E 3, BURFAGL 22
NGB ARERE Y, AT DTG gL e () B w258, K i
SAETO A R DA, TR B RO S, ] i ke A A 53 AN
A M RO A% 25 b AN m R [R] (75 58 o

1.7 BERAZE

FREN SO SEAELERIRE R D0 35 e BRI 22 2 (5 8 (n g
FI S R 22 A5 ), LR A A3 0 T 1) 2 AV 7 0 LA %
SHERAEF ANERBL (K .

FHRE N 5 I 12 5 3630 24 (R 97 4 2, SR S e 0 3 P it
Pl T IRE TE L ,  RY  B4E S2 I TT ELA5El7 47  FR 5 1

TR G20 B 22 4 NARE LASAZTRREAR I3 BT . REAAE TR0
I LA X RLAE, T R 22 A TR DL R AR S
I I R R

JVAZ R 2 A, 97 Lk AP 5 e ] A 1 £ 453

2. I A2

2.1 FEER
FEAAAERS, ARE AN LS AT RS AT T (e, 4
KA, TENARET], . B B W Ry (ISR
RIS HUF) L R RL (s BT s ISR T BARZE (self
—adhesive labels) HRARIRELEEEA RS T OO I 9, B
IS A2 FHE 0 4 e PRI ot A B A TV
73



FHECE BT S R AR TR G 240 TR, X TRE
WARKE S, F5 22 R ACA W E BRI . A7 BURedt . BUREAT
Jsb o IRE G AR BRI o — NI Y R P AR R BORE A ]
CAFH T 280 58 RO S TR0 e RE o O A AR 1 A S 1) b A 75 2
(Spatulas) Bi&” N HUFERS (Scoops), JGH 245 i WA T B 4 1F N EL
FE, BRAEFTZOX0 (P B2, NBE G 0 PR B A AN 1R XU

XFFAE S R AR B 5 A%, TS VR IR e . G T e AT
T THORE R AT T R AR B A 2% T AR B ARE A S B R I A
& AUURE A (Slotted tube) iy FH T+ [ A b IR A o F (1 A2 4 R
T A=A U B AE A T

A (RPN BNCR FHS PEARHRIE,  JEOREF 4% 1) i
VR EE S AEAE S B A Y 12 FH 7K B8 24 I A T A RS
HA-Pi o BUOREBREL AT 41 N ORAE o 0 ORE BCORE 1 B IX 45
I C A T Y P DA A, 7 WA N DA A R B 5 485 45 ST 1Y)
THUEBE o FTAT HORE T ELRIAE % (P38 20 BB A R ST A i SR
Vet Ao NAF AR T RS BERE P @ P, (A — ik A TR
AR

B 1 R gt TS AR T R T

2.2 IHEIR{EFEEEIN

AT A5 TR PR e ST, SO A il i () i AT 22 42 i)
ARITEA BT o WA ORI A ARV IREAS, T 2 12 TR Fn v A
WA R . BB NBRZE N RA I TR B RE o AR
BRUOIFEATTIR o Sl REAAN BE FEIB R 1 AR

R AT IS M 4R SRR C R . (LI 2, sl
)

FFERE Y AT BE D FIW IR AR AR 535, el R,
N FAEREARAN ST L

FEA BN S R AL AL HE 45 i 0RE s ACIR [ A4 Jo A e 2L
HAR, RN T T AN s BA 5 REPE R AR KRR L
ARy b B2 S AR DT s R 2 i) )2 o R
DAy olia fay i R rh B e AR ARt S 1 e 2k iR AR, LAy 2
R RER AT X TR EIRILBIY,  3 NARIAR I PEIRIE
H TP DT AR ) (KD AS T S EA AR o B G K AN TR F A
FEIIFEA AT EF, UM IR e b 1075 3 R (8
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D) A AR A )

FEAHIARZE N R PR LT L PHIBPEAS B2 8 4 CUER CLD
TR B AR H AR5 R AR NAE AR I U o IEAFREAS
BEAMPNFRRFEARRAL . FEARLRR AR, 5. RIS, =,
FFE ) WA A VR U AR g 5 S50 S TR £

X 2 i 10 5 b R R P I 2% RS R 75 AR AR B 7 S B B i 7
A Can R R BEE S IR SR AR E 7RIl n] A 55X SRR

T2 AT
FFERE P 25 8 AT 24 il SR SRR 223, DA A3 i A il
PRI 25

PR 3 Hhgh T R 2D BRI S48

M= S N Cconsignee) $ il 71 (A AL2%E R IR A, WY,
AT T IR BT I 48 i o 1 SR TR R B e AR Y B s B AR
(Tamperproof seal) BEATHIFE, W& A A I 2588 F00T & 4
(FIB7 5 3 B e AT 2 B, 5 U % B R E R RS R .
R TR FIFLAAEE, MRS 7 ERAL% B bR B AL oA 2
BUHFEN D1 BT AR FL o OO EURE A J5 I 282 A T AR, RN,
FHEUAEAS S5 (1) 2% 8 i) REAS T2 AR 28 LAR I P i B . AR %
A e, AT AT EI4, Bl e AT IAH SR B 2
SR AN, AT B

2.3 TIFFNEEHE

FFREA I AE I 25 58 N A5 BRI RE A R AR AR, A A
VRVGYREAS o RS A 0 2 5 A SR I i A SR, ARG
B 5 S AN IR S5 AR REA o A o 308 P 10D JEr U 2 2 s 7
T IR A B s

HCRIORE S, AR FAGE S A, N AE — A AN
IAEs . WARREA N B3 208 410 7, ) BA PR B3R
BRI 26 B, BN IIOEE R . ERE RTINS, W LR AE
(RPM 1) R R B AR 2 o S A A P . e
JESC A9 JE A P S0 0 s o 977 s (0 4R B0 B (R TG (0 B T
o TR A% ) b 1) e /s AR AR T RE IOREAS B AR o n 78 SRV AT- o]
R PR I S5 WA N B 8 9 R T35 24 1 04T

i 70 B AR S5 i A 25 ), T LIRS 24 e A i A s i T
3 IR ST ST A (A5 ), A 2 5 (K it R B R 2 S 1 H
(K10 FTAT (KR A8 I S B I FRES A TR il S5 244 b 35 s 4y
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LAE o da et A v KA RS 4t

T AR AR LR 1 35 10 DRSS A 87 55 1 1)
BT IZAEEAE), N eIl I AE A A AN R AL AT AR R,
WAL ST TF AR HEAT AL I 24 Bk 2 ] ) VRIS

WER—AFEARG T BLA A, NAERA AR, R0
nPRICRUE, FEACTR L e )L Ml R N 5L I A4 A R A L
[ da 2 A HH A B o

IS DRICAF REAS (4 55 1) A 22 A ME M A7 4, AR 4
FIG PEZY MRy« iRl 2 i 45 B 2R PFREA T IO AT o HI KRB ER
A7 BT R, 5 J5URE 2y 1 A R AL

BEPE 4 BT a o AT RS AR DRI AN JsURF25 [ 7 A 2

3. EIEEM

SSRE H TR 2 B R, R LA W R TR
SO E I REAS O (AR [ (K TAORT S 360 5 AR B2 4T I 52 50 5
AT A IURPATRIE) o I35 A S e N B34 AT T 4
B, SRR A I 5 P (O RE 1 CEATRO G, 4 B2 )
[ 7 SR AR AR A

T TRUARIE FI 009 1607 A R 7 23 IR A 2

3.1 HmiEE

2y B N AT DANEREZG G . B2y s ARl e R v

AL, MR BT R IRASAEA CRLHE 2 5 A = R D -
i R PR N 5 4 ol
MEESE RIMA AR V55 B4l hiE 4 10 2 i

— PR TR E T T A ) N

XF TR IR dh s FEASN f— AN 2> R o] DLAZ BT
F I FEALA Y.

MU B AL BRI, FEARRALHE RS e A, il RE,
BN —NREANBEE RS BRI E AR . AL
F R N TR AR R Uy, DA AL A JCTEd DL AR Y
(2 IE 5 it

3.2 WEitY
12525 0 BT ST L4 26 0 LA R 7
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i DA R DT SR TS il (PP A AN, R 2y it
TAFRRE ST BER R BA R R 5

— [ 52 R A B LA G e

——AEVE N B2 R A R

—%t GMP JBVE (AT RE
M FRE 117 24 il

2 it JFURL IR B R G R Y % 48 BT 2 A, JCIRREE
TS 5 1R 24 i 25 g SRR ) SRR A A2 o RS TR X A
P AHEAT B WIVE (B 2~3 4F), {H2, X T ARMEAAE K
B Zdh . AT AESEIR I 2 dh . AR K B M IE A O 1 24
fhs it EELE TR DG .

T DT AL I (0 S & I AR Pl TR, I R B, R 2
BRI 95 IR, REE CE R AR — A XTI
AE 25 5 I BE IR i 2 5, SR AT IPERE . AEACI K
NI S R 5 2 o SR TRl R RE A i R T 24 i PR SRS
DOOTRE IR B 2 3t B LA s A A N Do WSRAT — AN RA 5K
R, NUTHIEE AR SR A FR e SRR AR R S
W= I KR A% B SRR L

4. AHEZRIHAR  (EX)

4.1 IR

N 214 g FREUTE 14 (1) o) e X L A R AR A T S

WA LRI EE S, T84 n] LURE PR AT 50 23 B
YENFEAR . W SRYRIA A Y 5P, T Re T ZRr R A T R
HUH B AR YER) Ccross-sectional ) MpRHEA . Gn AT RERLE, T
DURRHE PR ) A B I R AN A = IR AE R, R G Uk Ry
TEMURERT, R3S o tan, 4 2 B AA nT DAIE e 45 A
YIS ) s A T (R T LA ok 3 R PR P2l 45 250 A i o
X2y P TR Ry 1 LA RS SR U N AT 78 0 DR I
BUR, AN EAR AT .

P 5y A BE ) AR ), AR, 2y (T4
F) LA A AL FO ), N EAR AR S ) i B, 2%
JERNIL SR B0, 75 BRI AR P ALl ™= it o ol o5 A AR I RE A,
AL FEHEAE DU /3y LAY LA AR TR AR BE o AT DAAE [l BrdrHEAL 41 2R (1SO)
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SCPF AP R BE I PR R R P B0 (S HD . AdR 35U
AXS BB ATE PR

4.2 HEFEIRERHREMATIEIR AR

XTERAL I 254 rh (Al DL R AR T BRI 24, mT RE AR 22k
ATRLI o X SR WAL R AR R A ) 2 RN AR s
SR AR R Bl R (g B D A B LR S B e 4 Tl
). TEEF B/ MU LR R Ol IRERD B
PO PRI o

BRI AR I8 sk 2 H ] B 43 25 84> 2 (segregation) [ XU
A T2 AT R ) I B2 1 LR AU

Mgk Z ARG, AT LA RS, AT
B RFE W 44
PR TR A P Al 44 FR AN — [ S
— R GMP G A
F AR B WHO OG- [ Bs 7 Mz F v 24 i i R A E
FEFF (WHO Certification Scheme) 25 [ i it iR 25 15
E ERIEOUT, SBCE W EAT AT I SR — AR IS B

4.3 RRoh

FERE B W S 25 Ny, 80 R 0 24 i IR R b AT .
SEPPRLZRI SN, N IE S I VAT B A . SR A TR —
& S50\ | 42 Y Rl 778 2 By A R A=l O A P2 T PR R TR S T s B K|
()

R4k 245 RS0 20 BT R ) B SR o2 BT e FEA A i /N . T
e B e R A S B e ] DAL SRAH A A AL,
W AT A A 0] BR AR 2 IFEARAN 2. MR PEH2ERL, 24
i B LR RS O, IR AL IR A IS 75 45
tedor: 48 20 NFEA B Bl — & 20 MEARIRAE N —A
ik, A S — AL e s g . T A e AT S
™I A R 2 gk BN A P 75 1) BT ) R AN

R = i A P A B AR N B 2R 56, SRR Ty AT LR &
MUREE . WERFEA L AR K BE XS T REA T T AR >, AT
VRS (RIS BT BE A P2 A o RN ST PR 20 AT FH e A A I B
AN IR AT o ez, 22 i ) — A2 = Ak P AN B =
AR A, W BT % S DA %A R e SR T

78



fif, I HAA RO ARG B, UEWIAS R R 7 L P 2[Rl IR
PR, AT A REA T LT
VER: IR, T RERT SR B AR EAT G

4.4 G (REEFMIMNEER)

5 il FF ok B A A7 AT AR ED I 2 A4 BE Cprinted  packaging

materials) V¥, Kb, BREROAEEE—Fib R, [RIFE, ke L
FEARA N FRIR IR G2 o ik S b AR TR IR, A TS 4 1)
PRy (B m] 2 fhn SR D) Fibsid.
TEFIFE L RERE N 78 20 R A BB, A G0 52 Jo) BRI R A5 (175 G
N7 RS AL R da 2 H & I A A RE AR 20 OR3P VE R (49 an e 5
AR o KT BUR — L8R, A 2255 A b R [ it
PEs

o E0BEARHLEAN [ (1) BRF [R) A2 7= B8 A [ (R B L il i

o tH Al — S HLEs EASFIBCE A2 (5140 16 printing dye station 5%
# 12 moulding stations)

KA R B ISR AE P2 IR A L Chblon: A FRSRIEIER &
I

PR R AR (Ll FREEM RS, HiE Ak, SCF
175 T P82 B B0 R R 1) B 48

Rk, 2/ BRHBEHLAAE 5k CLhin N h s SRR ), %
JEEE AL IR S Bl BT 51 ) IR 35 2 O

5. xfciaal, B RLIFNRL A MAE T X

megieh ik, AYe S ) 3= A 24 5 S LR R 24 SR
IMEH o AT T AR = b n] Ge e K, R R 2
RIFEAE H T A Ak e Sl TE R I 38 1% 2% 8 B 14 e B
FRAT T J PSR R R KU, S ARG Ja SR o 7 i tH I AN A7 T Tk
LEYRL S R 5 (Z L Quality assurance of Pharmaceuticals A
compendium of guidelines and related materiald.Volume 2,Updated
edition. Good manufacturing practices and inspection. Geneva,
World Health Organization, 2004; and ~ WHO Expert Committee on
Specifications for pharmaceutical Preparations. Thirty-ninth report.
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Geneva, WHO, 2005 (WHO Technical Report Series, N0.929, Annex 2).

HAVRET, MR AR MEAMEGUEI N, R A
AT I BHIR . S AN P A R 24 M SR HEA TS 2 0 S Ak X
Ko WMARGES AT, (EEERIFEAL, WA K RO
ATRISI R A o AH 2 PASCIR S AN T BE S B B R4 fl ke H ) 2E4 715
I, NAZBENLA SR TR BULMEA . FTIFITA ™ i K B 2 2
B RANE EIR, U AE IR b, il B2 AU 5 2 3230
FEARIAR T AHE, IRSERAEm A iR B A Rl el Al
A ANBIAII, Y2 S el SO A AT A A SR R AT . N
FEA TR

®1 O ONDHEERL AN, o, r 2HUH

n, p, riEMH N i
n HhFE TR p HEEERI r R R

2 /NF3 INTF 25 A NF2
3 4~6 26~56 3~4
4 7~13 57~100 5~7
5 14~20 101~156 8~11
6 21~30 157~225 12~16
7 31~42 17~22
8 43~56 23~28
9 57~72 29~36
10 73~90 37~44

a WAL R X LA RE v R RO 81 P LB A 5

XFTBEHLIRE, RSPl P NS, S B AR A
By BGL € 1 REHLREAS B4 o

WRIGA IS, BEAEA AL RO, R 1ol 7 =HmT
REMIANAE T3 i%. SEVRAN . IRARIE TG 2R T %, WES%
Ho

HE A EOARED n-fiibE s AR FaEiAuh, Hg—4

JEU I (i S i

5.1 #Cia¥#
O GR PR EAT HRE R, T RES FH 2T AR SRR TR 1 45
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Ty DMEAEE )G, JUERiaPRt ikl

5.1.1 n 7/-£/The n plan)

KA n VRIS R, U SRS AR A R A, IF
HARIETSEN A BER A n vHRl o o DU S AT S A e GEse
et LI —2). n tFRIMAZCY n=1+ VN, N 2 MEhhte
MFEARRAIEL, n R2UFEMNBELAME. WA PHIFER, A3 mE
AN EAME, s W N NFET 4, NANEE—ANEDS T
FEo ARSI, BEHUHEC n MEEARSLAE Sy IREA, K5
FEIXBCREAR T B E T AR A o I ARSI ARifE, g sk
5 PRI SN EATAS A, IR SR AAFE A AT 22 1 251 o

WA SR S5 A [R], ADRE IR ARFEA S IF b B A R
FEAS, WIRGFEAMURER 25 20 A FIREAS, TIRIVE D BAEORAT o

W A ISR 5, 25 R R T 23 4T EA
fF Y S BRI o AHERZAEH n 4F &I

-
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5.1.2 p #&/[The p plan)

p THRIEH RIS, SRUEATEE, i LA AR 2 H
FEARAT S E N A hAE . p tHRIM A p=04 N, N 2N,
e . p EHEH T EMELR) T A om0 XA
Rl N ASFEA AL A1 73 ORI Hop il B T AN F s e B
AR A B RS HI I % . A A L R — (ol R
fER 79D G SRAT I &5 SRR W 25 R AR REAS AT [F]— M, R IR aa ke A
HATE A SIS, TERp & EA.

5.1.3 r z/:&/{The r plan)

rovERIE T AR S A 2 BIMRSE, B AR AR T AN Hn 44
(R AR M B2 A IR HIAE o v oE R 3 1A R A d Rk ) 2 245 ) i 1)
. XMTRIMARZEr=15 N, N ZFEARRAIEE, i
BRI R AR T N a i N ASFEAR AL 43 5 H
FEIE H A E T AR AR o R L6 S AR IR A3 A8 3 Jot 45 i)
LI IFUAT ST o W RN S5 R W & A B A W 1k, Bl
B v AMFEAIF IR AR . W5 R W S AEAHH A, A% r
MFEARG IR N B

5.2 G%EMR

X T A0 AR Il A AR s I R AR MEREAT, n BS
6001-1, 1SO 2859 = ANSI/ASQCZ1  4-1993.

H B2 i PR R AR AT A R IR 5] o

5.3 MAn

X TR RE, s AR v X Y i AR 95 BS 6001-1, 1SO 2859
o ANSI/ASQCZ1  4-1993 251 5E I AL bR HERES T o

TEHEEERENLN, A A X A R A At 2 % T o (R 3R
T B BEFAL 22 TR, FEAS PR A2 — AR s, FhRE I AN
R AT I3

F5 0 1S0 2859-1 H AR TERI, % Bt B AT AR (1491 5 DL B
fF 3.

Z % Wk
1.Good practices for national pharmaceutical control laboratories.
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MifE 1 ETBRBIZEE (Types of Sampling

tools)

B UAE S (Scoops)

NN ] AR AR SR FH 7 B SR 2 3 R
(1, A EUH AR AT & G st % T A P AR AR A A
B 1 g i) SCURE 38 v 50 T PR ERORE 25 B 4

AEORE TR IR AORE, SR REORE RS K, B TR
SOURL PV 1T A A 4t 21 9 T B R B I &5 R . |z,
R TFRK, SHEEABE R BEAEA,

1 EEREASBES




REOCHAE S AT N BB 2 T IR s R R AE AT RS A
ARG WERAEFRS 25 AR AN Rl RS, B IR 8)
TERTRES S EFEA 20 1

IR E (Dip tubes)
VAT AN B0 P e R PR A EURE 2% IV i 2 TR s B
NGB LA TERR RIS & 2 Bk SO I A

B2 SRS

Il

1N 25 2% (Weighted containers)

MK FES 7528 P IORE, ATUAR A T B 284 . A T ik
A CAFE TR B VR L AT I, 48R L MbR IR i s BURE 28 28 2 75 I8 3
FE EUREERBE 1 3 BT ok SR () i S 25 4%

B IMAERR(Thieves)
2 NIRZE % TP A REA R, AT DU e A . S K ke
WP 4 FoR.
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SR BRSO A P A T S AR BE T AL B, R B
Tt o] DAL S A2 R MPIRSEA R ARTZ (B 4. 1) Tl (1 JLATIE
ARBEFE WA i AOAHEG SRABE A T X R A J= (e s/ AL 7
PRIl D st 1R 22 . — SRS BT — MR R E, W] DUR A
i FEAS P EL R BOE AR AR, PRId b T S AR SR R R A EE AR
.

B SRR R P ) (R T 2L (1T 4 B T ISCERAEAS
MIEARSE, WA i, AME P A I LIN, AME B FLIEXT
W IR . — BT R AP AR AT — DA AR S, DR
FrR 2 BRI B/ o S E IR R P, SiliE gk &
Poatr LIRZah BIRZ 520 AR P IR T4 s e defi A B 17 5
PR PR ED . Uk, NOBUE IR I RAERE . ilRE BN
Up oy 5 PG AR B A I SRR R O U R 1

AR AR BE A AR ) 1 B2 RESE R RE IR IR T o SR A 2
EHHEARIARSZ, 5 FFE TR DB i RS REA LG, FEAS ARk
A T35k, SR I SR AR R (7 1t RESE i PR R 22 (EL
DR PRI AL T SRR (0 T, RS B )

FhRE S A SN AR AN SR I, i AR A],  tmT e ik
FERZE AR

By AR TR RE R WA R 2 AE IR ZE AT, ke A il
FEAR IR I o K2 R ) T ) L e w0 T s 1) T 7 KA
%o WP REH BUIXAEAGNG D0, A [R] (0 e 5 M T00 s e P8 E A A
A HRRLAN 7] o

R BN LRSS (Simple bag-sampling spears)

B T RS AR B (AT SR, T LA ) 2 A8 B R R 3 R 4%
7 i e A AR T . IR R B KA AR AT KA
12mm, {HAAELE] 25mm (1 B4, BERA A LA AR PR
A AMFERS K BN 40~45em. HEUME S 75 5 B B As . i
RS WL 5.
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BHfF 2 ke e

FPo1)5
CURVE LSS UV

ik oy, ARSI, AR SE):

FAE H -

EiIEYNIAY (2R
1.
2.

FAE b A4 K

EIPEL GEYERIED AR CEBRAEL R RR 5l i 2 PR el
CWE T

R O, PR ):
5
A H A 1133

EMHIE 5 BVl IE S (I ):
Az b A R

eI O ) R34S, feb 20 MEANE T 30 AN FATD:

a  REIC RN ELENBE T IR R AS . I ST I A AR AR o
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BifF 3 ARHERIERE P T HEH B DR
NIRRT R A0 e BB T 5, (S %,

BESEwAAR 5 (Bulk!liquid products)

el R R AR S R A= i, N IR R DR

1. DBLIE T AT 2L S 1) 22 A A B R 5 S 00

2. WEA PTG DA T (AR BN A RE, FEAORRIFRZE),
R T W) AL 5 ek
3. EM T
ARG AE TG Yl %, R G .
5. 0% 2 b 255 2 75 A W S5 1) A [) A A% B 5 50 i A o5 B R U A
s ST PR o
6. 75 HT I £ P I T AT G B ) SRR RN SRR
TR PEBARHIRE R 10 R/ INFI 42 UIE A BT BGBAARRE A W R L
BXTVRA . TRV S FLA S ARFEA BT HIFE T Cln foir, W
WEREFE), 5 FT TP ROAR 1858 . T B0 N AR AR, DUE 314
JEIFRE S o

9 CPAHIAFES , B AR I H AR, U5 T 6 B AN
T, U A BT (R A e A R B AT RS R i v A A

10.TEAT 5 8 F1 9 U IR 1 FI15 2L 88 0 M R B FE FH P FE A

1125 EFEAN

12 FF R BB CIUPE I 2848, IR« CURE” FR2Es

13H VLI TR 3 B R e A B I

14420 BT 2 8~12 I, LUAHIR 1) 7 I BRI 2545 N i
Ff.

15. R FHHEAZ (S VERE s DEh AR

16455 At FFE AL IR L & I B o 1) 0BT A\ B Bk A A DA 0d
HRAT IFIFE (13 I

17.00RTAT 2 M S AR AT A I 3 TR AT 30 AR 25 15

&3

LM R PEL(Powdered starting material)
LI IREAS S R AR KB, NS0 D IR,
LB B IT T i 7 BT 1) 22 A0 B YRR 0
2MERPITH e TR (AR, FEAOAIFRSY) » KA
YAk T PIRES o
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3. WEYIRHLE, SRy PRI A A AL

AR BT RIS W R AFEABES, ORI

5.6 B AR 28T 5 A7 WA 1 AN ) A0 2% B8 305 G A 55 3% 50 S B I A
2y KPR

6. AEAT A A B PR EL A 70 B T, X S8 IR 1) A ) EA T ST
AL o JXE AR A O R B SOREAS , AR A A BRIX LEREA

TR IATHERAS R IREA 2 I, FE00 Ak 3

8L R R R

QIEFEIE L PRI (o0, pERE )

10ARFEIEFE AT R, I FEA R A & (R BEA L 7
R, HURHIL S s BB R A4 -

VAT ke, FFRa AR, sk AN

12,30 F 1 =4 1t 1 A SRR 2 TR LB R AR (D, Al
A 10 T 8T8 25 2 1) JER T o

I3 AT FEES A AR BEA SIS b, AR5 FF 551

145 AR ST, 45 N AR B DR B IAE A

16. 5 12~ 14 DERE RRAG L5 70 T HIRTR A AR A

162 PHFEAL -

17 5P OB, FFIUG “ DI R%E .

18AHPLIF TR, A SR = A TR o

19.4% M LI 28 12~18 IR, Xk F AR T alpE -

20 R HIHERE (M5 VR A Vel R

LR M RIFEAILIE B0 S IF BRE o 170 20T A DA sk i N B0
AT S (O I

22.4pal Ay, TR AR AR ALY AR KR 1D

35418} (Packaging materials)

YR FEA S A RN, NS P

LARPEAH R I SCAF AT A

2K AR RS, g, IR T I ST

2.1 ARUUE AT IR

22 HEHERTEE

2.3 AR

3 NFr e A PGB Bm IRE AR, e BRI, NRE
MIE B 4.4 FBAF I ZE

AR I FEAE T A AR R B AR N o
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5. b IR U 0 ST ) (%

6. LRI A MR AL IR AR T D0 ( WIAE AN 1 B ),
LR T A WS R ILE .

TIER P RISCHE, A DRI P A O HORE DO e

8. WIRIAT, LT b A N A SR IR 1D

J& i (Finished products)

MHMEREASE B, NS IP R

LA e B SR I B AR A

2K 1SO 2859-1 KK 2, THEH SEFrAs £ Sp () 3l

21 AT, AMERE RS e,

2.2 RAELHE T Y) S SIEG

2.3 AR AR R T SRR R — 2

2.4 R, RIS A A

33H M I B IS S e (1 B 2 AR A B A LR

AFRPE LR, SR 1SO &, M AU M e i .

4.1 AR R R R

4.2 oA EBEH S

4.3 Ao B AR 22 A

4.4 KA R S

45 AR IPES R

4.6 FEEAREE LA AR SO H

47 TER, IR A R .

5. 1SO BLE A%, AT 2660 R A0 (1 B0 v 50 Y 75 A
(1) A2 A 1 B

51 fErtenfhol, g mu.

5.2 e i

5.3 A tAingRmEiE.

5.4 KA AL AR AL R

55 At i

5.6 RIEPREPIE G

5.7 RIEbR%E LG R 2 H .

5.8 VH A, ISR A AR

6. AT L F e (1) B, M o R AT A2 SRR 22 A DU R B 1) e

7ANANAT, AR TCR bR AR A N IR
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BiHF 4 TR PR AR 2 A A S EA

1 FREANAE T

WoTEA /ML AR RAEAR BRARTOE
Th W, WPy (AR ERTE )
IS IF A4

PR kL 0 waERhL R A FIIE T,
Ry, s S RE I FR¢ BB T4(%IE R
&k B I At R 4
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PifF 5 SEETRAT. TEn, p M
WAV ZFTHEA I B 20 40 M.

nHE

e PR ST, oK B BAT w5 2 1 ] SRR

KHIn 5%, N NBENLEEU) LA 28 g P HEORE A, X A-EA
2R3 T REA BEAHEAT MEIRAG AR50, 4 SR & SR — S0,
W-EMFEARE IR — MRAREA, &SR AIREA.

pHE

B PRI LSS A BLO A B2 H 1, A AT SR RIS 13 A1 R
i p %, NMAEGAZER T ESIEA, AR AT R
A RIS, W FoR — B, BAEAE U A, T B
AP (SR HIREAD.,

rF%E
B MIRL A AR ST IR ok AN N4 A = sk 3 A ]

KA A, WA B S ERAAEAS, R REA AT PR 2
AR, WREROE BN B 10 DA, BT 4k
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2. 0% & 100
3EX 110
4.3 MR 113
5.y £ 1] 5 1)1 5 702 AR DL R 113
6. [ 771 58 A2 SR T T T R e 116
7L 5 )8 S R A R (B R AR 46) 135
8. LT JE g fl LT e AR 5 136
2R 138
PR 1 2 A E e iR I e R 5y R e 5 i ) 139
BE 2 SR SR E A A 1 AT DA SZ 1 s ) 140
bR 3 2tk (BAR T HTIFSD 142
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w5

955 PR LA

AlHW Australian Institute of Health and 8 KA W 1 2E 5 45 R AT 5%
Welfare P

API active pharmaceutical ingredient TR LAY

BCS Biopharmaceutics ~ Classification A:=#2i% 3K 54
Scheme

BCS #1 Biopharmaceutics class number EMIZE SR AGE K
1(the most favourable) (BZRRA—)

CHMP Committee for Medicinal Produc ts AMEF=MERE (5
for Human Use; see also CPMP Il CPMP)

CPMP Committee for Medicinal Products A Al EE 47 7= & & & &
for Human Use (CHMP), formerly (CHMP), /& LT i1 % Fl
the Committee for Proprietary #5754y (CPMP)
Medicinal Products

CPP certificate of pharmaceutical product 24 ik 13

EMEA European  Medicines  Agency, NKR¥HZ4 5 R, BT 5 A BRI 24
formerly the European Medicines i iFH &

Evaluation Agency

EU European Union KR

FDA Food and Drug Administration of 3% [ € 524 W BLR
the USA

FDC fixed-dose combination ] 5 37 4 42 ¥R 9y (DL 3a)IE

)

FD C-FPP  fixed-dose combination finished [# & 75 8 J5 24 & (1A 1
pharmaceutical product %)

GCP good clinical practice i AR R S BRI

GLP good laboratory practice 25 W) A I R T 0 A A B

A

GMP good manufacturing practice AR R TR AL

GTDP good trade and distribution practice rﬁui’f/ﬁﬁ%}tﬁ’“ EGS/ R

GSP good storage practice A BRG

ICH International ~ Conference ~ on A JH 25 i i W 45 R 5k [
Harmonisation B B 2l

IUTLD International Union of Tuberculosis [ Fr470 45 k% s A0 fitips Bk 1
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and Lung Disease

MIC minimum inhibitory concentration BN BT R A

PP per-protocol (a form of clinical trial #5477 E 4 (RARRE BT
design and analysis) AT —F 20O

SPC Summary of product characteristics 77 b4 £ R 45 (LA 28)

TGA Therapeutic Good Administration ISRV 24 il A 2 )

WHO World Health Organization A P AH LR

ik

B [ 2 B E 7 ¥a77 (fixed-dose combinations, FDCs) {1k
Ji&, EAERS A AMERETT TR YE T H 2 EERIVER] . 7EAR Z 5%
(a7 I AR 2 TR A 2N FDCs, R34 At F a5 1 0 1y ek
et N S Bl B o 13 S YL R AV S e R PR SR G AIE . JE BTN 2
%) ik FEs, FDCs RIfEF bR .

T NS TR R R ATEAA, 7R Bl A1 [ R0t 1 1l 2 PR BB 45 Aol
e 24 AR, T EARANE LR ARG T 7 RORHE AT Tk
f, fEXFEOL N E FDCs ARAILEM . Ji4h, 1] FDCs ik
A REA G INA R BB AR AN R S B e A AR IR 7 Ak, (HE Bk
W A8 e M P B4R ) S

JiAh, AEBEIEA BRAE LT, AE R AN I E )R 5 R
(Fixed-dose combination finished pharmaceutical product, FDC-FPP)
AR BRI LR 25 it B 9 2D, O BLfRIAR 1 2l B R 3 1
FDCs 53 4hal G iDL Hamli o B2 R i N AR M2 A5 T 11 24
WIS R 241, VB IE T 2 M R AR AL R HE R o

R AT LA EVES AR AR, AR ] FDCs X id M IE 1) 22 4 1
M RNE, AREAE IR A A28 KT KU o 6 TATAT— AN 25K
Y, AT 2 KU AR A o0 JLHEAT R

A DAEARN D& KkAT T — &5 5% Tl 5] (Finished
pharmaceutical products, FPPs) EiiFnl i4a 5 5] (AR 1. Hl
WEALTTER, FDCs 0 E Brfig G B — 28 [ 5 24 i B LR
CHlE TAE B3R TR0, oA g 3 S L TR 2 28
2 (AR 200 AR H A oA i AR g 374 3 S ) )
FATBEGE UL, RNtk 1) 24 AP ATE AT et AT 5T 24 ity I SR
RS,

FEASE T M R, BATZ % T 2007 E Br L AAR G
100



FRRINE , AN EAES I T 28, NS TN A S 2004 4 4
JIRE IR BN 2 WiAT R4 ol (1 Il 7 52005 il 0] (R sk 2 A
BORJFEIY FEAAALR o

1. EAEHE

1.1 AFT B0 H0E F T IR 28 70 R o) B S alth X T Ak
.

FARARAE T3 2 A 75 R S A B U, AR AL 5 2R AR Ab
77 21 RS — 2808 PEAS LU T it B AH Y DR} AT BEAN (]

1.2 AT T I 00 ) R0 e 0 T el 22 s T A AL S
MEEY)

1.3 &2 (co-packaged medicines) FIVEMN A EATE S
JEM EZEH ) BARAS R 41 A2 24 5 (10 Bt i) R AN ) ) (UL
B 10, AFRAERUT RS —2850 5 10 SRR 22 48 it 2 A R 1

2.RMEER

2.1 ARI5 T EAS L ME— TR

211 REZ— IR IENHHEH T FDCs, % 1 41 H 7484156
1) WHO T CHE R

212 HAh—2L 13 & FDCs [ [E Frfe S 5 R HAH ¢ ) 2%
(W ERE S T3R8 2 o Jorp—2845 S U 5 4 v i 2596 9T 41AH
Ky Ty LE) 5 AR YR REAE L T8 H A OG.

2.1.3 K 3HUH TR RA S 2% 1k (I AbFe 5 )

2.1.4 (ERFASTIR, EEATEH T WHO $5 55U, Fik
22 T N EMEARZRE BP0 ACH) 1) —284H G5
SEW (W 4 FiZk 5.

2.1.5 W TAE N SCEER M T FH AT e SR, — A
FEROFTIR SO RRUAS 6

216 WRHPIEESE TIXEEA S HNT SR, HZERE
FREUE BIXANE T R A B, AR AR L, SRR S R )
2 LAESZ 11

2.1.7 2. 3F0 4 B T — SN RIBR T FDCs (1453
JE, ARRA SOy B4y, T IX L) {8 WHO A1 IRk
gepciok it JEVIN

2.1.8 K 1~5 W RESA HIH T AR CHE 3 B )
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2.2 LR IV G AN s B R E AR R A AL B
FDCs. AH5-F AL UEYET FDCs ALk sl IME—J7 1%, (LA 48

oL E, HARRI G, Il oL

®1 WHO FXREH AT HEF RN

bl

H 3]

Marketing authorization of pharmaceutical products with special

reference to multisource (generic) products: a manual for a drug
regulatory authority. A general text with relevant annexes (see
below). Also known as  “the Bluebook" .2

National drug regulatory legislation: guiding principles for small
drug regulatory authorities. Blue book, Annex 1.
WHO Expert Committee on Specifications for Pharmaceutical Preparations.
Thirty-fourth report (WHO Technical Report Series, No. 863), Annex 10:
Guidelines for Implementation of the WHO Certification Scheme on the quality
of pharmaceutical products moving in international commerce and
Guidelines for implementation of the WHO Certification Scheme
on the quality of pharmaceutical products moving in international
commerce. Blue book, Annex 2.
WHO Expert Committee on Specifications for Pharmaceutical
Preparations. Thirty-fourth report (WHO Technical Report Series,
No. 863), Annex 9: Multisource (generic) pharmaceutical products:
guidelines  on  registration  requirements  to  establish
interchangeability

and

Multisource (generic) pharmaceutical products: guidelines on
registration requirements to establish interchangeability. Blue book,
Annex 3.2

Model guidelines on conflict of interest and model proforma for a
signed statement on conflict of interest. Blue book, Annex 4.

Model contract between a regulatory authority and an external
evaluator of chemistry, pharmaceutical and bioavailability data.
Blue book, Annex 5.

Model application form for new marketing authorizations, periodic

1999

1999

1996

1999

1996

1999

1999

1999

1999
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reviews and variations, with notes to the applicant. Blue book,
Annex 6.

Detailed advice on evaluation of data by the drug regulatory
authority. Blue book, Annex 7.

Ethical criteria for medicinal drug promotion. Blue book, Annex 8.

Model marketing authorization letter. Blue Book, Annex 9.

Model list of variations (changes) to pharmaceutical aspects of
registered products which may be made without prior approval.
Blue book, Annex 10.

WHO Expert Committee on Specifications for Pharmaceutical
Preparations. Thirty-fourth report. (WHO Technical Report Series,
No. 863), Annex 5: Guidelines for stability testing of
pharmaceutical products containing well established drug
substances in conventional dosage forms

and

WHO Expert Committee on Specifications for Pharmaceutical
Preparations. Thirty-seventh report (WHO Technical Report Series,
No. 908)

and

Guidelines for stability testing of pharmaceutical products
containing well established drug substances in conventional dosage

forms. Blue book, Annex 11 .2

WHO Expert Committee on Specifications for Pharmaceutical
Preparations. Thirty-seventh report (WHO Technical Report Series,
No. 908), Annex 4: Good manufacturing practices for
pharmaceutical products and inspection: main principles

and

WHO Expert Committee on Specifications for Pharmaceutical
Preparations. Thirty-ninth report (WHO Technical Report Series,
No. 929, Annex 2)

and

Quality assurance of pharmaceuticals. A compendium of guidelines
and related materials, Volume 2, updated edition.

WHO Expert Committee on Specifications for Pharmaceutical

1999
1999

1999
1999

1996

2003

1999
(and
2001
rev)
2003

2005

2004

2004
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Preparations. Thirty-eighth report (WHO Technical Report Series,
No. 917), Annex 2: Good trade and distribution practices for
pharmaceutical starting materials.

WHO Expert Committee on Specifications for Pharmaceutical
Preparations. Thirty-eighth report (WHO Technical Report Series,
No. 917), Annex 3: WHO pharmaceutical starting materials
certification scheme (SMACS): Guidelines on implementation.

HO Expert Committee on Specifications for Pharmaceutical
Preparations. Thirty-seventh report (WHO Technical Report Series,
No. 908), Annex 9: Guide to good storage practices for
pharmaceuticals

The importance of pharmacovigilance: safety monitoring of
medicinal products®

WHO Expert Committee on Specifications for Pharmaceutical
Preparations. Thirty-sixth report (WHO Technical Report Series,
No. 902), Annex 11: Guidance on the selection of comparator
pharmaceutical ~ products for equivalence assessment of
interchangeable multisource (generic) products (under revision).
WHO Expert Committee on Specifications for Pharmaceutical
Preparations. Thirty-sixth report (  WHO Technical Report
Series, No. 902 ) , Annex 3:Good practices for national
pharmaceutical control laboratories.

Handbook: good laboratory practice: quality practices for regulated
non-clinical research and development (WHO document
TDR/PRD/GLP/01 2,WHO-TDR) in collaboration with the
United Nations and World Bank.

Establishing the bioequivalence of rifampicin in fixed-dose
formulations containing isoniazid with or without pyrazinamide
and/or ethambutol compared to the single drug reference
preparations administered in loose combination: model protocol.
Quality assurance: protocol for assessing the rifampicin
bioavailability of combined formulations in healthy volunteers:
WHO/IUTLD joint statement. International Journal of Tuberculosis
and Lung Disease, 3, S284-5285.

Guidelines for good clinical practice (GCP) for trials on

2004

2003

2002

2002

2002

2001

1999

1999

1995
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pharmaceutical products. In: The use of essential drugs. WHO

Technical Report Series, No. 850.

TR TR I A

R 2 L R E R T E AN G i G s

Bt R A H 3 iR
Fixed dose combination and 21 7T
co-packaged drug products for treatment

of HIV. Washington, DC, Food and Drug
Administration, May 2004, DRAFT

Scientific and technical principles for 21 71

fixed dose combination drug products.
Botswana, 22 April 2004, DRAFT

Part 7. Report on bioavailability of oral
dosage formulations of drugs used for
systemic effects. Report C. Report on
bioavailability = of  oral dosage
formulations, not in modified release
form, of drugs used for systemic effects,
variable

Health

having  complicated or

pharmacokinetics.  Canada,
Protection Branch, December 1992.
Fixed-combination prescription drugs
for humans FDA, 2003 21CFR300.
50
Estrogen estrogen/progestin drug
products to treat vasomotor symptoms
and vulvar vaginal atrophy symptoms
recommendations for clinical evaluation.

FDA, Jan 2003 DRAFT

USP-LC-MS

method for both qualitative chemical

Conjugated  estrogens,

charaterization and documentation of

29 400 7. VR TR IT A EIE
PEREFT R AR < Zeik 2 Al
Wb AE F) ] L

2y 250 F-o FEENZAEPERNA M
FEWHIR T ) LATE [ 52 775 52 5 il )
IS A 45
L 10 BT A4RFEWA SRR T A4
SRR % .
AFHEAE TP S 1«
41 21CFR300.50 Jitid, &k
AR T2 2 AR ok
1] 5 77 5 52 07 W o A AN
53 BB FH BT () B (G 7 o
L7 T AR T R R E YR
Mg MR, WEIEE S 2 M
BRI Z B D W R i hlax e
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qualitative pharmaceutical equivalence.
FDA June 2000 DRAFT

Fixed-combination medicinal products.
CPMP Apr 1996 - CPMP/EWP/240/95,
[11/5773/94 (formerly known as Testing
criteria  for  fixed

and licensing

combination medicinal products)

Part 7. Fixed combinations in Note for
guidance on clinical investigation of
medicinal products in the treatment of
hypertension.CPMP  Nov = 1997 -
CPMP/EWP/238/96 Revl

IV.3. The ratio and/or fixed content of
one component of a combination drug
product. In: Points to consider on
pharmacokinetics and
pharmacodynamics in the development
of antibacterial medicinal products.
CPMP Jul 2000 - CPMP/EWP/2655/99
5.1.5 Fixed combination products. In
Note for guidance on the investigation

of bioavailability bioequivalence CPMP

sl B 5520 AR . L ER T
AHRLAE T Un e UE WK SR i R AL 27 55
R o
4.

* RERHAL G S AT T 5

* HE A5 WY T AR 52 [ R AR R R T
HIFNEIT A CratERa R,

* 25 HH Y UE PR J U

* it 2% G W] BEI AN B ) o
A28 J5 T AR AR LA 5

* it 2 A VERAT R AEE (FE—
SEAAET, SCVRAE I SCHR B R o 3¢
FEPETERD

<R TMyFEERE L eTE A
R TP P o
“ AR T I 3 A P9 R A
PR R K95 P R BT A 2 M I
“YRIT IR BN R A R A R 2
AN T T T 77 i R 5 )

3L

<45 TR I e A2 R
a1 RESOR U

AT I R T IR
I e L s FR)— e R 2
7 I MRS EIE TR 25
YA JSE LTS Ti) ) 24 I PRI 7 280 2R (1 9%
Fo ZICAFMIV.3 HA 118 T ] 7
5 7R R 2R L I R )
(100 5.

2750 . 5 FDCs N 5 [A iR £
ADERAEEA S HIR Cordla) i
H B 298k 25 5 AR R R A
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July 2001 - CPMP/EWP/QWP/1401/98

Part 6. Fixed combination products in
ICH principles document for clinical
evaluation of new antihypertensive
drugs. ICH/CPMP/541/00, DRAFT

Also issued by CPMP as

CPMP/ICH/541/00, DRAFT

5.2.1 Fixed-combination products in

PRERAEREAT BARVEGT, BT ISR
I3 BE A HH AR 254K 50 72 U5 1T (¥ 25 )
AR EAE ] o
2y 250 o [EIRT L [ E A R
5 3 2 A R A R 1R A A
gk, Bl

cHESHTRE; M

o REXT B — 45 24 S AN R0 AR
AT B o

2 250 T PHBHT 2GRS S 2k

Australian  Guidelines ~ for  the &7 2R 10 40 7 1 5 5 o 42 5 s )
Registration of Drugs, Volume 1. WG EREE.

Australia, TGA, July 1994.

2.2.1
2.2.2

b2 B RE A A3 TLAth 1 7 VAR v LA B R 1 H 9
A& ] FDCs 461

2.2.3 Wl T A2 BB T

224 AT T RSIERIR, BRSHSRWZR AR
AR, EREE AL T R AR R T AR

U BTSN (RS AL SR 2R D e T EE
i, HEFE LA $ROLBT IR IUESE, B PR AT L R 1) R
HoAbFE X UE R o i LA vk, W R AR R R g H
AR

2.3 JEAEETFERAGE R . RiEE TR
A 2E AR KHE RS SCHR AP EUEHIESE CBRE 2 210 T IR S
iR P S A T AR AZ B SR

* 3R WHO 53 5 IR 225 1) oAb 3 Js

it th R 39
Consort  E-checklist.Available at: www. Consort- 2004
statement  org

The Cochrane Collaboration  Awvailable at: 2004
http: // www  cochrane  org/index0  htm
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Literature-based submissions: points to consider TGA, 2003

Available at:http:  //  www tga gov Australia
au/docs/html/litbsubs ~ htm
Bioanalytical method validation  Available at: FDA 2001

http://vww  fda  gov/cder/guidance/index.htm.
Waiver of in vivo bioavailability and bioequivalence FDA 2000
studies for immediate-release solid oral dosage forms
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i A NNk Y

6.4.2  [Al—ANHIRITENR BT EURUG 25 25, AN R0 A BFA LS 25 (L
WL RN SFE AL gt (L Bz FrES FULAES) %
AN P25 2 LN B AR A e B 2 o R

6.4.3 FEIXLLSR TR A AT, WERST ST T 5 T IR 1) Ay
At W, A T BEARE A Ik 22 A4S 54 23 i 3R A5 1Y) 2 4
AR, AR R T2 28 2 8] e 77 B 5 5 il

6.4.4 0TS E SRR IR U, G0 7R LR RS L,
(NS e B/ G

6.4.4.1 25 A T FHREAK 5 AT IR OCHE I R RS, (R A5 B4
TAh AR T B RN  b CELan R R 55 AN by LA — AN Ak s B
FeE B E A 5 i)

6.4.42 HZRMACLR L, CaUkil T 5% A
M2 kY52 5 (multisource pharmaceutical equivalent) .

6.4.5 JEME 1 FN5r5 2 (IR B A A S S P AR
TS 3 G326 4 I I AR 75 SR A A M S s e 4t . L
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PR TR PR Ak 7 22 DDA A K 222 S P T S B i R ) )
FRURTFH T3 0 i 70 2 T ) Ay T 2 H K 2 e

6.4.6 WAL AW A5 BOERES: R I AN ) 2 T A AR AR AL
PE, mRT BUA A 50035 1 1 23 22 TR) IR ART 1R 2 DA 8 ) 2 A TAE
FHAR AR A1) o RPAS R0 b — AN BT 4L 25 24 1 77 5 5207 i)
1M 53— A 250 AN [ ) B2 201 5 20 ko

6.4.7 J&TIENR 4 W), T ZEER AR A A ]
RIS HE . B PGSR IR S R A ZEROR R T LA (tedn
AU 45255 i 5 26 16 h 28R T A

6.4.8 S0 TN E A R T IR UG, AR o A
ANV R N R S A P RASEAS B — 2T M i 4 700 7
B G, e 25 A 0 BEI K £ W0t ] s 71 5 52 5 ol 57
AR BER ST . B TSR 4 R AT B
SE A AT

6.49 7E WHO HJ45 30N (kU8 (PihD 2. @Aralh
e PEE MR R SR (1996 =R, B EBAR) (Multisource
(generic) pharmaceutical products: guidelines on  registration
requirements to establish interchangeability (1996, or later updates)) . &
s FR [ K X AN ], AT g I 75 2222 HABAH DG 45 T I )

6.4.10 FEUEWIADEEREIN , JEAN B D ATE SR A A P56
o P HIE ISR AE R W EAR A, T B A D R
iEE ) AR,

6.4.11  {EA AN A5 57 R AR A SRk B AR A
FHEERIFFUREG 45 SR, 75 B A2 BT 1) S 0% 1K 28 25 75 1 il oy
YDy 520 53 R BEAT IR 9 I T T SRR A i Hd s, AN P2
I 2 [ 5 ) B B R, X e EL N v A DX AR PR AR v
M iZ ot —FET .

O T VR A B IR S AT, 0L WHO (4 S

(& kil (7D 2458« S R He bk 0 22 SR ¥ 98 55U ) (1996 41, B Hihi) (Multisource
(generic) pharmaceutical products: guidelines on registration requirements to establish
interchangeability (1996, or later updates)) .

O R A S B A TR RO 2 A, 5 0 WHO (1045 5 551

CO 2 e N7 A H 3 PR UK AR 4R 3 IR0 (1996 4R, B3 TR (Multisource (generic)
pharmaceutical products: guidelines on registration requirements to establish interchangeability (1996,
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or later updates))

6.4.12  FAh—ANE JUFE R AL R E AR R AR A= ) 2 27
A& 4 (Biologpharmaceutics Classification Scheme, BCS) X £5 4t
HIFRAT LS A 2 e iR 5 (biowaivers) . 6 FIX 5T (4D
AT R A T8 . H A S E 2 ) 2 3618 FDA T
2000 fERATH) A W27 0r R ARG, ST IR fA OB 1l 771 4
A A PN AR 5 28 R AR AR FH BE RS IS IR B E ) (Waiver of in vivo
bioavailability and bioequivalence studies for immediate-release solid
oral dosage forms based on a biopharmaceutics classification
system) (US Food and Drug Administration(2000)). HRjI&%EA
IR [l v ) A 7 R A WA R e S R U, PR H R AT i i
SR AE T U 2% F&AN [) 25 W35 1 1 3 2 1) A g AE A 2 s 2 AR
Wah A EAER, XA A v] Re o s ma il R AR SRk,
DA SO AT HE X A B 2557 0 R R 48 (BCS) KA 4
AR 2 A RIS A T ME— TR Ut . SR, 7ESELEIS LR, BCS
R ER G [ e AR TR RAT RO, W IXM N, FEEE
I 7 1) 527 0 o A 29 R RO ) BCS 3K AR SE. EL e

6.4.12.1 X[ T—NHr 2 kYE 2 5 (multisource product), 4
FAZ 2 b T AT RS PE RO #R T BCS R ARG )5 1 28 (gl
& BT e AT S S B aE e i HAEANE P R 70 R
e 30 3BT (R BN N T 85%, i) LA L& Sl A Ak
BRI AT T o

6.4.12.2  HEAHE—DPATIE VR #)E T BCS 3 K R G0 HH 1K1K
BRI I

JiAh, X TAbT BCS 4028 1141125, BCS 73K R G M 441
5 RSO R AR DN 5 o e s T AR e e AR S
B R T AN SR S, P R A i ST — ORISR
Wi IR A SRR R TR FRATI IR A= P 2528

RS HE A — AN a2 MG TR AN E T BCS 70K R G851 28,
RO TARIMENF N, B2 50AT LA GBI AR 2 A o
AR AT A R AR A5 T 9

6.4.13  AEWAr B b 2500 P RO R N E R SRR T
AN I PR A A5 A8 R AR )R R e R G ) . AT S
H FDA T+ 2001 ERAGK (AWM JrikEAE) (Bioanalytical
method validation) (US Food and Drug Administration(2001)) Z5EAH ¢
g 3 sl
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6.4.14 2002 4 WHO KA (1€ ) E #1524 it A= ) S5 2 e A
o} R 2 e R ) i 2 J5UN))  (Guidance on the selection of comparator
pharmaceutical products for equivalence assessment of interchangeable
multisource (generic) products) (World Health Organization
(2002)) 1 FElIR T AR AR SR AIE T P OE 20 B2 KL R . DL A
T LR AR T B -

6.4.14.1 X2y N AT W BRI U . 2 A AT A

6.4.14.2 XS TVEMIRIE 1A LT g, oA R
R OA 24 5™ i B T B2 i) e e vERE ok, iR A
AN AT I R AR, A I A R T
PAAE R 2 o AEFARE DL, B0 IR 2 S R 28, S
7 R U0 ) ) B RN R SR AIE B BT Ik B 1R 2 LR R A IS T
2002 4 WHO A iy (T HA 2 AU (U7 25 A=A vP
o} HE 2 e R 1K) i 2 J5U))  (Guidance on the selection of comparator
pharmaceutical products for equivalence assessment of interchangeable
multisource (generic) products) (World Health Organization (2002))
VEX BB 1 (RN 2 AT 35 1

6.4.14.3 J& TVEMIZE 2 2, W B ZE Gy R A T Ok
B RIS o TS0 AH ] 50 LI BRLZEL 3 ) 0K A Ay o) B2 o I ] I
FHIX LG 20 43 0F 24 i o

6.4.14.4 JETVENE 3 FIAFE 4 M (NARAS VR
BEPERRIEE ), 55 IS LEBEAT ISR I R TG () B FIAR B, OB iRl N 1% R
AR

6.4.14.4.1 G SR —AN ] sE ) A 5 R 1K 22 0 OBt i
IRIRIS IS 3l I A2 R 3 it R PR 1) 7004 A of B2 i

6.4.14.4.2 G B> FLAL 300 R TR 22 B0 G B I PR
5, AN AR Ry 0 B2, AH A 00 AT OB i R T
(RIS it R R 24 i o

6.4.14.4.3 G R —AN ] 5E ) A5 ) L B — 2 0 R P gk A T
(1 BRI R 0 P 5 i R BORH A5, T T 3 W A ol 300 4 v LA Ay 23
iRl (R e AN 2 2 LU IR N 75 22 2% SIS S — 2
Loy — M T B A, B A1 45 iR R D) .

6.4.145 IR AME RN I 20, iYL B UGEA Rk
Pt — A0 B2 N CIASRESRAF 12 LR ™ D), IR I Bt 2%
SRR, e AT i g AR e 28k AR B ph Ik B P e 6 £ 0] R 24
AT IE R o AT ISV R R AT MY R I PR SE S 9T Cbridging
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clinical studies). £ i 2002 £ WHO & AR (A B2 k5 (456
25 i AR AR PR S R S B ) FE 2 5 U)) (Guidance on the
selection of comparator pharmaceutical products for equivalence
assessment of interchangeable multisource (generic) products) (World
Health Organization (2002)).

6.5 IRARBIZEFFREME

6.5.1 VEMIFZE 1 FI5r3E 2 124 it — FRCER AN ZE K i PR i ks
R R SO LT ZEIG R AT EE , Lo an sl ik oy A F T —FhoAN
FH R AR} sl o 700 o 1 2 o I 0 5 0] 2 AT R 35 1 22 o

6.5.2 JETHEMAIE 4 FIF b G FENGIRaTEdE . ik
A W R T ESH 00 4 W s o 28 e — 30 o

6.5.3 JETHM I 3 B2, A EIF A R s
SR FFE A AT T K Z AR, B iE R A5 R
ZRMECANR T ARSI, WA ERANRRTT s . L
TN T BT Mr R % (bridging studies),  EL e vl i o) 22 1]
LU ) AR 25 1R 1551 o

6.5.4 WAL AT UE BINEPE SO LG Ja R AR ) 24k Chetn
M8 3 FEM Y26 4D, REEXT W& 1tk 1oy i LU R A 5 I 4
IF RIS IR RIS, 25 5347 0] B tH LI BRI 2522k BBl [ 2 A H

R ORI B, M2 3 T4 4 il BRI AR i 4L
P A Lodn: MRPEEM 28 3 R, REANEYER 1) %
PER U % O A4 2R, RSB RSP IR G ) #%
PYERE . RN 2R 4, WIFC&UEN] T ANl NE N
JRAT I A PRI RO, ARTEAS A AT R P B 23 B 2698 P il oy
TRA Y 2RI R AR 2 TR

6.5.5 M7 ZEIG R ETEAE I, BRI UM ORISR (24
WREVERCTIRA YD) ARG PR AL T I FiUi < th 00 25 B A AN )
2

6.5.6 AR, I PR HTAIE ST RGP B 23 V5 ) v 4 1k
3 TRT EEABT I 12 55 I PR ] o 7] 6 52 7 750 v 5 B 23 R L — 3,
RA—FL, I NAXER I UE B BT R A I Lo & 2R . B FI
NAR4s B B i e (systemic exposures) [ iZAT A

6.5.7 WK Z AHIKHK WHO $5 3 )50, A7 BAKEER 4 1 ICH 1)
CIEPRETHE S Y 1E R F5 -5 ).
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6.5.8 I R HT IR TN 2 AR AH K 245 W AF I R B9 o
HTE(GLP); 1 LAZ% 2001 4 WHO KAt (GLP: 2543k R
W R FEIYE) (Good laboratory practice: Quality practices for
regulated non-clinical research and development ) World Health
Organization(2001).

6.5.9 IwARFMEDZIIT

ARy G T 2R 3 FEM 2K 4, (EAIE T
rI8 1 R4 20 (B Leflgh, bt USR] T A E R E0R R
SR 25850, 32 1 AR 2 BT B A R B0 B

6.5.9.1 FEVEMIPE 3 AN 2K 4 R, HWER— N HHIE T
TR RIETT I G T BT R b, LA e o
(1 52 77 TR0 A DG IR B0 S i) A T b B — 20 23 (R A F S o, JEHL R
LRI RIS R H B — A4 BIRIREAT VR 2 A S & BN 5 e 2
A BRI

6.5.9.2 R HIF— Ao I FIBEAT VR IT IR R IR 2 AN 5 id
ANFFE B 2 AR B I e, ] 5 0 8 52 R0 PRl R i A E ) e T 9
Hedhs ks A

6.5.9.3 KTEIHIF, MNizEAT L NHFTIH e Sk vt
*’:I':

6.5.9.3.1 X H S0 Ja (1 S5 5 BRI K 23 B9 B Ak (LT
PEDCIAH OGR4I B R AR

6.5.9.3.2  7E/& YL HARBUH SR M s B E s TR

6.5.9.3.3 WA FTHE, AILIZAIAIXS H FR 0w Jgt 0 Bp ] 400 R 5l
WIAE L

6.5.9.3.4  AN[A|E Iy 1) AT REVEAE RS BTEH] .

6.5.9.3.5 53 HAREUN B LM 24k (R s 4 W] e

6.6 IEARAMMEFREM

AHRor—FRETE T M2 3 M4r2K 4 (255, BEARGEH T
S 1 N5y 20 A emHext J8 1095 3 1024 ] LA T 8
AL (bridging studies), b &G M sy P e A SO 1B il 5 2k
R T K

6.6.1 M)

6.6.1.1 7] SR [R] of Al FH 22 A~ B 20 351 sl 2 Al FH — A [ 2 )
T THRIFN T T B R T, 5 O —AN B & )k
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AT A —2% 38 VEA

6.6.1.2 KT —ANREE & 7 A AT B B R AR R Y AR
I A IR T N o XURS: — 008 VAl AN IV 12 B AR 4 318 51
AR LA B S HE 0 25 SR AT

6.6.1.3 W1 —AN [l s 1) 5 52 ) T IR T O R 2 i
— BRI, X SO RN I, A A S SR R
IRFEINIFREFE L —BLIN ], X F N I SR AT [ v o7
FEAE IR o A X B[R] AR AE I PR Eo SR B, IR 43X
ANINEAE Ay 2z ] ) A T R RO A

6.6.1.4 I AR I (1) 1 vl A2 DL — i B 1R A BE A A BF 56
G, W ST IR AL A5 LR T R MR T AT LA R E
I 12 15 BH A2 7 11500 P RN a0 o 2 RS AR T AT Dk

AN Db — i LR WIRRAN AL 43 B 25 I BT V0T AR . T
B 2 v by 2 TR I gl A AR N BRI BRI, (R T LU A B
— Wb HT A = IPTRAE -

6.6.1.5 FEALAEMT, XRIERREA AT, WA IE HR
FH B2 5309097 B ANRF A B AR BN, AT LU s R R A i a6 4
PEARRAT AR, XL H A G LN A2

6.6.1.5.1 LAFImPRE S, JuILE TR Le b i 1) [ e ) 52 5
FRELAT AT Bl 11 5% B A 2%

6.6.1.5.2 2§ ¥ AR 3 Iy & M K B B e bridging
pharmacokinetic data) .

6.6.1.5.3  Ifu PR i 24 LR/ B B 2 2 254

6.6.1.5.4 ARAMRAI L (Lhln: FAEYIZETFTO

6.6.1.6 W1 —AN ] e ) 5 7 I FIAT 2 Bl 5l 2 Rk U L
Bl B AFAS RS B AL 7 LT PR HRIFRIEA T U — 2538 VP A

6.6.1.7 T BEHA T 22 A MR R M I 9 (40 5 24 (R e
SEAIE M X HARE RN UER UL, X B 24 5 N Z A 2 A R T 3G N R
(24 it o VRSB PRUE NS BEZR o AR A BTl Vr ml IR i, ™ il B
GAVERAT R QAT BRI o I Ik H itk B A SR ¥ 58 &2 7 46
FIAE AR HE 24, DRI R 3 031 501 2 15 | NI 18D 2 4 P R 3 2 1
XFE 200 2RI R R VRN A2 15 5 2%

6.6.1.8 WIHEM TKMGAME HF, EEmFERD 6
AN H ) 2 A .

6.6.1.9 WUIRE JyHIFIh— A2 AEEA S OAT IS MR S
S5 IR IE N UEANAE DG, WA 207% 18 CAT I 22 R PEAHOCTERE,  WivE
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TR IX P 2L 3 N PR AR 5

6.6.1.10 I A T B: Hv 0 12 328 P TS 4 e A A IR A2 7 ) 7040 A
SRR (end-points)o Eulm:  4n S — AN vk Xl F R FRAK 4 v i
PRI TT IR, BRI FE bR Tl A 2 LR T 24 R 24 T A A
IRV IR 45

6.6.1.11 UEWIAYT RORITTEZ — 2 R HPAT R A . R
SATAVE, W T N AZ A — A E AT AL, 24 AR i
BHATANGIT AUAH R IR GEAE) o 53— A7 508 2 R 300 4
12 B VR R e | V12 =101/ e 4 Il Pl

6.6.1.12 ALy, 7 BL T 1 TR I R e 507 I s
A ROGR B RUE A R IS BV B AT 2 R S AR T
(multiple dose-effect studies).

6.6.1.13  HEAT 24 b A7 Rkt A 22 A MR A 9T IR LT RN 45 SR )
A It 25 R 1% 52y A A Ol — e mll —ZiBy I 2

6.6.1.14 —Jiokid, 85 R R BT A AL 0 A A IR A I
() o AN SRAAHIR], RIS 5 BRI 5 00 G B B4 T R 43
B

6.6.1.15 ki, By BT Al 2 a1 240N
3 WIRAAHIRD,  FRE kBN R 5 AR G B A TR
A o

6.6.1.16 Lt AL s 7 HE 5 5 i AN R B I e A B R S
v T B Sy R B 2, g BRI 2R 1R U 4 R 5 B R 23
A, TR B I ) S R R R TR R IR BEORL AT DL A
H <Al e ] s 700 5207 IR AR Bk 0 (R3S M

6.6.1.17 IR 2 PE A IS (e Eo s B AT 1995
F WHO %Aty (WHO ST 25 il R A4 5 BVE (GCP) 145 %
JZ Y (WHO Guidelines for good clinical practice (GCP) for trial on
pharmaceutical products(1995)).

6.6.2 WS 1N 2R

ARy — R FH TN 328 3 FNr3E 4 12, EAEH T
HK LMK 2. FE5398 1 AGFE 2 (RN Ok D, 385 N 4
NRAE R

6.6.2.1 ek, IR TR AN > 2 TR B 2530
JIFMAREEAH AR, AR SAEOLT, A EA Jr Z [ATAH H
YER, iy HAX A BAE 2GR AT ek, b

6.6.2.1.1 FIFEIET (Ritonavir) B8 14 5 H 1 B0 1 550 160 v 1k
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6.6.2.1.2 KLEZE (Carbidopa) FI¥22F (Benserazide) i
g HNHI 2 e 2 EL (Levodopa) 70 B HEE B BERAERT, AT FRAR 2 g
Z ES 2 FIR .

6.6.2.1.3 iz 4ifE (Clavulanic acid) HEMZIMNHIHE X B — N
W e S0 25 K AR AE T, AT 3 T AR 3 A AR P9 IR R B N E K
T HUAR R AR

6.6.2.2 X T-2W A 4y Z [0 ATART 1) 25 0 ARG B0 ) 2 TN 24 3802 A
AR R AR ARG T VR o T DAARSE 245480 ) 2% R 27 0 i
FHEAE AT, HOE 5 ZE R I AN o AT AT AH B A 0 1%
AL, TEFEAH AR X 2 AR R0 1A gt T ARG B L 2 A
I AR B0 T AT T 5 %% . X L6 AR R4S 5% 4 AR
(competing metabolic effect) B X H BB ENLEI 0, 5ok
ST R VAR PR AL PR B o AHCELAE RGP N P TR Bk S Bt
YEH

6.6.2.3 WUIRTELWAL I3 M1 A A B H I 2y AR 30 J) 2%
FHEAEH, 50 B S 5 R R va 7 03 L rx S A0 AR 5
JEE (PATAr] dfe s B il o A F 0 R SR R D AN i 3350 40 B 1%
ALFEAH DG A AT e Th 5 | BB KRR B STk, H LBty
AR RT3

6.6.3  VEM A 3 kg5 b

6.6.3.1 X —ANFr I J5 il B RS — i vEA, VTR EE (B
IR TR B AT S 7 IR AR SRS b VR ] 1) 2 o6 A R 3 Y
UEMIIE IR AR S Sk i . B 245 BVE DL 4, (ULt SRk tkAn
S R PE I RIS ) -

6.6.3.2 i NI JLANAS ] 3 PR 21 40 70 e 3R A T R R
HIFZIARBN J1 229, BRARE AR BER AN TF ZEX A B e .

6.6.4 M 4 KB Inde 5 )

6.6.4.1 g AR T IR S A EYIRE,  FER
BEEERE 5GBSR — 3. RN, e, ¥—A
TP IO S R0 1R A B AT OR A AR R4 F B P ) o B A
[V FH S R iR R 1) 2 A PR AT RS mT LAk B 52
TN AS & A S o

6.6.4.2  FRAEAKG SRAAE DB AL A VE s i CEbn ve
PrAEIR D, N AERAT 27 HIRIm R ET, EXPH S W T AL n
STIFIEIR RIS . I AESR Ot S H ik HE, B HAb iy 2t & w]
Ve d
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6.6.4.3 N I ET AL G I 25 AR ) S Rl R A AT 4 T
VP, WRZPe A FILE (16 6 6 1)L
A, P ALFE TN ) L 2 i o] BE VR LRI 254R80 01 2%

6.6.5 &k Mkt % Csuperiority trial ) A1 AE 45 &% 1 i 46
(non-inferiority trial ) LA % [ifl 5 71 & 4 77 il 771

ME 4 e T HRRERE: (superiority trial ). 25 i 56
(equivalence trial) FIFELRPERK: (non-inferiority trial ), [FIH i
T VA AN [ e 1 — i S

KTU ERBEEZMERREE “ANHET ~“MERS
(Committee for Medicinal Products for Human Use) (CHMP)” 5%
JR R (3 3D,

6.6.5.1 7T FIE 5 IR A A, SRR s 2
et BV SRR .

6.6.5.2 ™[l E 7 52 U R N B B B R ALY B LA )
R B S 2 AP IR A BT AR AR S A e 4 Y W E ) et B
G DX ] o FEIBASRIA LR N 120 1R 25 SR e v 2% 1 25 M AT R A
RMEAEAT NG . FHRUE W7 R AT A oAt B ks (B
hnE sV 4k (dose-response surface)) #TE22 F A& G2 F B
15 DX RS EA T fif R AR B L B E

6.6.5.3 % F RS I A At AN B AR 25 vk Rl R K i, B
THHOE PO B2, A MRS T 7% [E T e RS &L, X 2w m]
DL

6.6.5.3.1  BRUGUE 4 7T 43 SCHEXT B 25 iR 7 RO I XU — R4 5
I3, B A D LA N R T RS — 3R AT

6.6.5.3.2  Z Uil )] LU [l 7 &= B 7 A R i — A e 2 A
TR A s 23R T TR .

6.6.5.3.3 &R,

6.6.5.4  HLHEHIF P A B IR PR IA ST RE AL, I i i ) 1 A
—ANREE BRI RIT ORI R E B AR Rk o Bl an il 5] A B AT
SR ERERIVER, vy E AR E RS LT, SRS B R T A
TR R E R 22 APy TR AR R

6.6.6 Lz Il

6.6.6.1 m1T7E ) LEE AN RN Hh 25 Wi 1 1 o3 () 2 AR B0 ) 2
2R A, S5 4h i T 670 B IR, L2 75 2248 AN [+
(18 i) 5 1) 5 7 ) o AN P R A () ) L2 P 2 50 4 O ey A
[LTRERGR S5 %l 1 11T R 8107 Ny = S
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M LRI 2

6.6.6.2 FEVEM IS 1 F14r2 2, HEIFHIFIRIF E LA
JURHI A UE BR8N 2 A, W A s 2 20 50 75 P S AR
OLEREND 2R sl 1% ORI, J+ H oS
FERT CASE M E SRR I 45 IR R 25, IS ALE N AT IR A4
SERERT T T AAMEE R LEE . A SRR AN ISR AT TR M A
WSSO, T AR DL AR e i LA
WM 3Rk 4

6.6.6.3 W [E & A= I HGHH T LE, (H2E%A KR
FUFIF AR ) LB e AR R, s/ 2 e s T LA
M. AN, TR s 4l b e 2577 = (L
.

JLBEAEE

2L HAAH—AH
2L 1MH~2%
JLE 245 ~12%

H AR 12 % ~16 %/

AT EWF, 16 2 LLERIAMARAE N BAE N .

6.6.6.4 IV AZ (T[] g 71 5 A 7 500 PR A FH AR A A vp i ST RS
TR S AR Bl ) A ith 26

6.6.6.5 X —/NTE R H g A RN RO O IR e AR R T
AR, a0 S AT DA 8 1 R LR B LRHREAR i) B b i R
FE, mtnT DU Z 500 i 29 AR 80 0 7R ik, Azl R ) LR
550 . 0T ISR s AR LR 8 E A i 5% e S8 A [R] ER) 3 R 2
rRUL, SRS LR URH 2GR, s £ A TR A
B EE (minimum inhibitory concentrations, MICs) Jf H.{E 1%k i i)
LA S AP E D2 o

6.6.6.6 i JLEHH 2 NHER H AR M IR FEI, 752875l
— %N %% (concentration-effect relationship) #] g H B A 22 5

6.6.6.7 W1 ALV A i S A 5 A 7 A AT AT A S A
ARG R, (RIS AN REAR S 25 P A 20 ) 27 B s e AN [F) A ke A
T2 TRIEAT AN, 3k 75 3R BT IR IR 22 A PRI A R s, ml e
AT BRI PR T 1) 22 A PR A Rt 258

7. BEFEEAHF~RER (FF-miFREE)
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] 5 7 52 07 R AR R B R N R, ATy
RN B A RO AT R 2R i I ORI . W BORA AL Ty 5 5%
A5, T2 X Se (5 B n] LA AR AL J7 (5 B o 7™ il R A0 4
(summary of product characteristics(SPC)) & ¥k ¥ (European Union,
EUD AT HIIARTE o RN, NOZ AR SRAF L HE ) SPC SRty (24
P AR R B A

AT AR T D& 1 AT B 2k

7.0 PSR NIZASE (WHO &1 247 S HERS A8 BE AR
#E) (WHO s Ethical criteria for medicinal drug promotion) (/L3 1)
AT R R, AT IR E R

7.2 P AE R NAZ N ] g A ST TR AR, AN 2
BN 37 i fE BT

7.3 NS5 IR R £ RETT AN S AN EEAN 1 1 4 53 1) £ Rk
Wi AT P AR 24 i 1 5 2

7.4 s B AR I 5y i A v AN MR S AT I
ST AR R AR o BN IE I UE Y 12— N WA IR R . AR BIDR
B THRES . RE% B BE 22 SR

7.5 OWREANENGE, NIz 2R R S it A
ST ).

7.6 NAZRE PR 5 22 18] H I AT AT 2 A Bl ) A B2 2K
FARTAE AT Rk, TR EAT € =i .

7.7 NAZREE ) A 258 2 1) AT AT A DG I R AH
VER AT HEIR,  [R]INE BER AR o TAH B 5 2500 F 2528 e
BRI AN A R U O AH B F DA MSAT AT AR B A R 1%
SR o

7.8 2 [ E A S T R a1 AR T S B2 )
(R LERRIN S AR R ARG AT 11 5 Mo I 12 i ) B RS AL 401
2t pirl, JF HAEK X Ak BOREEATIX 7.

7.9 WURETTHIR R E S A A AR, A —
MU EEE R, LS VT BRI Y (fibrate) S5AbVTR 25
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