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BIFREERICT L DICHE O CVET . BYPHFEHED/A TS
([CHBDEEICIE. BHDRE. BT, BITHAKDOSNTED. N
[CREDIEVEEF. BYDIRFTEDERENFT B A (EEWHHED
fRE U CERSNERRD SRAIONRELED T, BRERHZIC
WEIFITNCOFIEP. EYEmHICIRAT DR COIRTTAR IO
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e Biopharmaceuticals, Biochemistry and Biotechnology’
COEEIF. A TEEREROZE M7 TUT—232(CD
WCHBIER L CWVLER T, MRAIEHCRET D5FflIEERNZENE T,

o The Pharmaceutical Regulatory Process?
CDEEICIF. EERBIUNAFTERERBORFAD JUIRTEHEGT
TOCRICRETHIERDZENET.

o FDA Regulatory Affairs: A Guide for Prescription Drugs, Medical Devices and
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CDOEZICIF. FHEGE TOTADFENEEHINTED. £
HECRATAENZFENTCLET,

e Protein Pharmaceuticals*
CDEED 1 DDIAETIE. IEROY IO BRI DRH)D-REIC
DVWTIRRTWVE T,
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System Validation®] &&~U* [Validation of Analytical Methods®] ZF1T0L
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THEEEFITFTILLOMFEE LETIE. EYORFREENEN,. —&
DERE. . BLUBEXEZBE U CHAHEICKDBEINT
WET. ROEELFIREICDHMHIE. GLP (Good Laboratory Practice).
GCP (Good Clinical Practice). & &0 GMP (Good Manufacturing Practice) C##&
WENSD, LoD 6P FRFHITT . TNITIMA T, HRDIN)L.
HISNIERIECOOVE2—5DFER. BRFEDEERDICHDHFRIE
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TEEDERINE T,

R TOEADREFFEAEDETIFIFSITREULTVEITHZ
DEITOHRENELFDHEDDD T T EREBFONAML. BE
RN, TOEROBITHAEICDOVWCOIEHRZER U CGREIZIER
LET. BEREIEET SEFROMERZERL. TOFRROIY
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ITRCOEETERICHEHD DD, RilZEDSFFEE LEHIER
DOHBHEF. EERFEFRICEOTORELFECIT. HEEL
TlF. RAERFTTAREBA O TOEBRATH D ENLEFNFT, U
MU HRERICEF DRI ERFIEL EVFRICHERIEATRET
HafreH. MELLEBVLKDODDE THMDASFSNTNET, it
FESRH E A RS AV DORFEZBE L TV RO ERIFHEMIE.
EERRSATHLEME PIC/S) CHX U EXERRHBENERSZE
(ICH) TY . KE. BN, BRUBAXDEFHH. albEZHBNT D/
$OTOT S L7ZEHTNE T,

CDETIF. KE FDA ERRMNDREBHBIDRE AL ROERS
XEDURMZERUFT, Ffc. PIC/S. ICH, USPRE. EZEMIESRIC
REGFFEZSZDMOBEMPHHIZEROEBH LOXECDN
THHALE T,




2.1 KE KETH ERERORESREFERERERS (FDA) [CKDEHEN
TWET, FDA DEBDERIE. ABRUEPROEY S KO A 7
KRmOZEM. AWM. BLOMBZRILT D EICKDRRELE
ZREITDHILETTI, FDATIF. EYICMA CBE. KlET. EFK
2. EHRBHEE L TVERT . FDA DEMERIE. EHBBREERL
fEEE (FD&CHE) [CEDVTWER T, COERDILRF. ML=
FND. FREFAEXRRDDDRMEB LOEYDM%Z K ZLVZHRTE
ZE Uz, 1906 FICHESNcBRERRREEICHD T T,

A0 FD&C /EIF. 1938 F(CT ClCHERZ @A L CWVWER T, CDiFERE
(&, EZIRFTIT DRICEEDZOREMZAT S EZHDHT
KOIZHDTT, L@ PAREHEICOVTORGFDEML., HE
EBEDOLRE2REZMO LT DICDICEMBISIEIBITVE Ui,

1962 FDAMIETIE. INTCOEYDLZEMICNA TEMHEBIA
9B EZRD I RDILEZRHT DHERND FDA [C5X5NFL
12,1976 FOEFEEEEIDETIE. SHARGZSOEERKREDLZE
MEBEWHZRILT RN FDA [C5X 5NE LT,

EREEDDHT—HRHNEDHDTHD., BEBE. BITEMITOFFMIC
DV TIFIRRNTVE B Ao EDRETICOWVTCIE. BREZERE (FDA)
R EDBEABTHEEI N RAIPRE Z RN UR T CNSITEFFR]
£ (CFR) & UTEHBIR CRFSN. RRVPEFRISEDEITHEZ(T
AFET,

B DBIFD KURIE(CBI T 2ERPEZTS FDA 77/, Good Laboratory
Practice. Good Clinical Practice. @KU Good Manufacturing Practices (GxP)
T, K22, INHSDIRFHIP. INAFEERFEFRICEO>THEEL
EEMEFROTDMDORHZRULET,
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(BFRBOEUEZ) I FOA R
50  Protection of Human Subjects (#XERE{F:8) GCP. ERFREER
56 Instiutional Review Boards (RERBEEER) GCP. ERFREHER
58  Good Laboratory Practice GLP fZ%. RBRAR
210  Manufacturing/Distribution (S48 /57%8) cGMP. ES
211 Finished Pharmaceuticals (ERf&S4F) cGMP, REEEZ2D
312 Investigational New Drugs (FRERETEE) GCP. ERFRELER
314 New Drug Marketing Approval (ZiZEMDERFTEER) ARTOER
320 Bioavailabiliy/Bioequivalency L

AP RASEUT /RS PR
511 l\(l;]v;%g?g;gggz;‘;g;/esugatlonaI Use BYAEES
N mmmRoRE B
600  Biologic Products General (/\-{ 7 2¢R—H#R) INAFER
601  Biologics Licensing (¥ 84EIDASRERZE) SEMBIEN DGR
610  General Biological Products Standards <GMP

(\A F RFBED—RLHVIFIREE)
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(1N F) EERRFRICEIT HEE FDA il

A FREDOEES KOERTEAGRE. /{— 1~ 600, 601, 610 [CECES
NTWVWET, BEBRADOH ULWVWEYREE. BERHTECE URHIC
FOTCEEENTVET,

—RRIC. FREHITIE, ZE5P FDA DERE(CE > TEITEMMITOFMIE
|HORTHDTYT, UIeHh' T FDAIFZLD ME Y IICDNTERE
FERDIEEXERER UL TVE T, INOSDIEENEF. FDADISY v
TPOERBFCA VI —RY FNCTAFTEEXT (www.fda.gov. [FDA
Guidance] THER), CNHDIBEXEF. JFZaeDKDHD. FiclF
FDA [CKDFRHIE U TRITINICEHZIFREIC L. EFRNTNSOEA
H/ARFIENGZ BT I 2 AZHAT ST E T, MEINRDER 7
EUFT, F/c. FDADBEBEBDNBY TRIER. —8UICAETHA
HEBIDIERR ZHESE (CITIF T D Te DT EFEITICRET 2EBED 7 7
O—FHEHINTVWET, FEEPRHEIFEFRICEOTDRBCI
. BEXEIFZOTIEDDFBA. RHllZETITDICHITIHEEX
EZFERITDOINEDIHDEIRNAIEETT,




A FTEERSRICEHEDHDEEML FIABENEZRICRLET,
o Analytical Procedures and Methods Validation (E75)’

o Bioanalytical Method Validation®

o Microbiological Pharmaceutical Quality Control Labs®

o Biotechnology Inspection Guide'?

Rl U —, IBEXEOERICINZ T, FDA [FRIEER DTS
FOER. RmOAR, ERRRTPLERROFHMEEDTOT
L\gjo

FDA(d. Bm. EXEm. {biim. #eegs. ELoRmZBHTE
HOEYI—THERSN. INSOEYY—(& KEXFHRICKD
ERSNEBROEVTVE T A FTEEROFHE AL E
EeaHMifF 22 5 — (CDER) CEYEFIFHMmAf 5T =2 & — (CBER) A
T2 TWVETICOER [d. E& U UEZRERZIRBHCER S NZEY D
FFD JUERFE 7O ROFRMH. CBER (&, ERFN DR Z1T o> T L)
T, ) A FTEERRBICEIL T, CDER & CBER CTRAEIENDHD
DIFEEERDEL. T—ABTREDCENEHEICHDET, |
7O R EEH(F CDER & CBER THELIL CLIF IO EEDFHI
HEEDIENHDFET . BRFEDERICBEELFDELFXEE. B8R
$TEEFRES (IND), ¥FEEAGREREE (NDA). HRUEYRAEIRERHRES (BLA)
TY,
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RO T FEHDARFEAGRIFRRNEERE T (LRI EMEAIRTE(F EMA)
[CROFHEENE T, EMA (&, OV PUICAEZEL . BRMNESDS
T UTEHBIT Y. THRAEIS. RREEDRFRESBETT .. AlC
FATHEERICOVTO EMA [CXRDRIZMNEMAE. MNEERE
E% (CHMP) BMERL L CWVE T, KECERICEUNCE. EYIFmE
DRICERFEARZZ TR ITNFED T B e BRFEERRIFRDIAIIC
KDBEATDIENTEXT,

1) RRAGREEST
2) HEFEIEES T
3) ERIEEST

RO —MOEARNEHRAREELN T EREEHNF. E&
UC—ERIITRITEARZERT 05EICERLET. HOETHR
TDHEGESND L. HFEEFCOEZERELUTEEL. HER
SEEANZERAUCARZHEICERIT S ENTEE T, B2
MOURTHEVRD . HEFEIEESNONRE FIGTARZR
BULEI,

INA FEERODIT XN TOIRFEARICIFHRARETHNZHFHIT D
MENRHDFEYT, COEEHIClF. RRBOFFIE EMA HTWLET,
EMA REBCld. RUNEERZER (CHMP) DiHEENEDREOHIZ
TV RN BEZERITUE I, COBBICE DT, EU (FERFTASR
SZ5DEDNZERELERT . BMINTDEY. FiclFWLbhpHEE
MEMMICDVTO GMP DEH(F. EU 34 K [The Rules Governing
Medicinal Products in the European Union, Volume 4: Good Manufacturing
Practices Medicinal Products for Human and Veterinary Use11] (CECESHT
W&Ed,
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2.3 B¥ U EESESENERSE ICH (% 1990 £E(CAUERS 1. B, WM, XEOEBUBE. Exps
(ICH) FrD 3 NBHDIFR) (= DB H L REEROMZEND LU M

AEICDVWTOZE#HZITOTNE T,

ICH [F BRMNTE EDSIE TERE U THIES NS 3D WIEKE FDA
FEDCEFREBICKDHREIND A FSA 2V EFHTLET,

A FTEERICEHET DROHERGFIE(L. XD ICH 06B. 05C. 05D,
Q5E. XU S HA RS2 TT,

o ICH Q6B: Specifications: Test Procedures and Acceptance criteria for
Biotechnological/Biological Products'?
CDOXETF. BoTFHMHHRZ BT CIFIHEH B X BUEEHEE
KDYV INOBEBBRORURTF ROEFORIZRL. gz
HRETDICHDFSIETZIEELE T, CONEOEANRE. +
DITEEBIT SN\ A F T 0/ OV —"RBICHFRINTVET
h. ZOBRISHEOEYPZNRAENICEBERATER I,

o (5C: Quality of Biotechnological Products: Stability Testing of Biotechnological/
Biological Products'®
CONEF. TEMHERICEET DMDID—MML ICH 58S =
HWEITDHDT. BREFBIWD DY VINTEPORUXRTF KT
HAOHMOEBDRMZERT DRICHELLDREHABRFIE
D—EBDRIEZED EIFTVET,

o (05D: Quality of Biotechnological Products: Derivation and Characterisation of
Cell Substrates Used for Production of Biotechnological/Biological Products'
ZDAA RSAVOENIE. I\AATo./0I—/)\A FHBDIE
WICEEAT D NEMIHIRRS KROMEDHBREROYE. T
(FEHEICERAT DIV T DIERS KUK EETICEE T &5EY]
TFRECDVWCDRILWFS |EZRHT 5T ETT,

1"



o 05E: Comparability of Biotechnological/ Biological Products Subject to
Changes in their Manufacturing process'®
CONEDEMIF. REFXCIFRADEETO LR ZEET DAl
FRBEBUREDI\AZT 0/ OI—/)\A A HRBDEEF/E
BUMFHEDRANZIEHIT D TETT .. COXEF. HEDDH.
FRERPRABR,. F/CIFBRPREBRDEIEITEIC DV TIFRNTVOEE
Fuo CONEFBEBEZHPLICHAELTVET,

S6: Preclinical Safety Evaluation of Biotechnology-Derived Pharmaceuticals'®
CDI|EEDENIF. I\ 70/ O0I—ZFB UEERDR]
BRARZEMFHHEICHEVWCTHESNOEANERESZRT C&ET
J, CNF. N\oFU7. BE. BR. EY. BROTHALEYH
fZSOTETSTERIERZFEA U TR 21T o fcfifaCH
RIDHRMCBEHAINETT,

o 02(R1): Validation of Analytical Procedures: Definitions and Methodology'”
CDI/EEEF. DAV Y RONUTF—=Y 3 VIS A—FEF
E7ZE2ET DIchDEBFIFLETT
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2.4 EERMEERHREIEE (PIC/S) PIC/S &, GMP #RH|B KU EZDIFHARBIDS B CROEEFHE
#D1DOCT., TDFEMIF. [EERDTFICHSITHAEME N GMP
(Good Manufacturing Practice) BB LUBREK(ICETDIMET AT
LOEBNSFEF. BT, RTZEEITDHIE] TY. U AN
TN GMP BEES KUBENEDHES KUTBE. FIEBT (KIC
BEE) D MU—ZV 7  BROFHE (B ROBEFH). MEETH K0
EREBOBAIBLUR Y MO —TERDIREIC K DERINE T,
201 F1 BARRT. EUDENEE. 7—A S U7, IHR—)b.
BRUHT Y DFRERES. FIKE FDA ZZ 0 39 DBFFHEEIHSM
LTWVET ., 2DMICHWNL OO DR PIC/S NDEI7ZHREL T
WET, [FEAEDIZEE. JRED GMP ABH Z R IEWVFTARNBEE (.
EU GMP 73+ RICIERE(CFBLELULTZ PIC/S GMP [CEEMLT D T &(CIED F
T, lcERIF. RAR. YVHAR=IL. Z—ASSUTIE. BAD
GMP #7ll& LT PIC/S GMP B4 RDERZEEULTWVE T,

A AERERICBEHET SBELEXEE LT, PIC/S 34 N [Inspection of
Biotechnology Manufacturers'®] HépD 9,

2.5 REEE (USP) USP (3. FDA DIFHINREBDERDE FE FBATACONT, B
RSB A PRAI RS L CVE T, USP Tld. SFEmERaR(t
WERIEEE 501 RITHE S T SENBEDBRENTVEY , BRFTREE
BBEOIC. X—N—lF. RE. BEA. BLURACOVTO
USP BRI T BBLBDET . USP 3. REEBSRICEETS
V< DD ORAIBBIFL TLET.

e Chapter <111> [Design and Analysis of Biological Assays'® ]
COEDEMIF. USP A 7w A DEYAIEFIBDORIZ R
[CRIZ&TT,
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o Chapter <1058> [Analytical Instrument Qualification?®]
CDETIF. DHTHIBROEEEFHMMOMEH ZIRH UE T, Tk
DIERBRTEAM TS, FIHHBRS XORITHOHBRS KO
AVTFUVAFXCT., INTCOTOCRZREELTCWVET,

e Chapter <1226> [Verification of Compendial Methods?' ]
CDEF. NEEWNEHDXYV Y RBKRUREXY v RZEEREL T
WD TIRDIEDITERSNTVE T CDEIEIE. DI HRHS
/BoN/\UF—2 3 VEH AV Y REETULTCVWSSRICEE
T,

KETE. W—FothiOREBEEY 2 TILEVLTRERATESD. &
felEFthi Xy v ROBED/I\NU T —2 3 VITERATE DIREPRE
BHERANORAL. BRELTVRT, /(T EERORIERRT
([CHAR R S FESRERDARSNTVET,

14



FIT
INAFE
SR

il

ﬂ



N FEERRROER

B, EXIFEH. BRUBRFEAR IO LERIE. —MRIC 10 FLLEDEF
BZEEIHRVIOLERATYT, COTOEA(F K3 [CRTWLKDH
DITI—XRCHETEHTENTEFT ., ERMRSKUBIFEDEE)
HOIRED., RICTOR/RZFERAL T, FEEHIEORMMEOBER
ZEEUFI, BIETI—XTEF. Z<L<DHE. HTFREHHDD
NCE (new chemical entity) ¥> NBE (new biological entity) 2. BBIDESRIC
W DEEICBEUTCRI -V T ITDNENDDFET. RIC. B
ORIU—ZVJRDFERZEER LT, &8 LTz NCE (NBE) DEBER
BEUZTFTYI L, ERCHAERBICESREDHZ /RO LERT,
ERAR & BIEDESEFRH DM R(CFED T Av.

- BEARALEE
B > lli> lulﬁillﬁ>71_1-““'
GLP

FREIIRH GCP GMP
21 CFR 11 BFEERBIUERZ >
T R
RN BLA/NDA

ERFEDFRE
REBIT RHESIU
i fiEsR

2. E. Mt —p

GLP = Good Laboratory Practices GxP = GLP + GCP + GMP = EXHMD#RA!
GMP = Good Manufacturing Practices IND = AER¥TELERES
GCP = Good Clinical Practices BLA = E£YRFIEGRRE

NDA = FEARRE

3
EXROMESIUERTOER
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BN EEYDFEREFYE S UCERISNS & YRR ERD
T DREIBRRIAZE DI R E 7K D F T - 11U Good Laboratory Practice T
FBHISNFE T, BRRELER(ICIE Good Clinical Practice HY, B& 7O XI(C
[& current Good Manufacturing Practice BB SN E I, [FE (APl) DELE
JOCRICMAT. REEESRD GMP DRFER(CIED T T 7R
PRIFZEDFED D [C FRFI R DOIEZEIFIAERFTEEAES (IND) Ziet U g
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ANDA Abbreviated New Drug Application
(RIS AR RS

APl Active Pharmaceutical Ingredients (EEZFA5)

BLA Biologic License Application (SE#)24EI7#&ERAAES

CBER Center for Biologics Evaluation and Research
(EMREIFHmR T 5 —)

CD Circular Dichroism (FH— &%)

CDER Center for Drug Evaluation and Research
(EEmFHmmEtE 5 —)

CFR Code of Federal Regulations (JE2FB*REI£E)

CMC Chemistry, Manufacturing, and Controls

DAD Diode-Array Detector
(A 7F— K7L A15HER)

DP Drug product (245l)

DS Drug substance (E)

ELISA Enzyme-linked Immunosorbent Assay

EMA European Medicines Agency (FRMNEZEGRT)

(BARID EMEA)

EP European Pharmacopeia (FRMNER S 77)

EU European Union (FRMNEE)

FDA Food and Drug Administration (BREZERS)

GCP Good Clinical Practice

GLP Good Laboratory Practice

GMP Good Manufacturing Practice

HHS Department of Health and Human Services
(REEfBALE)

HPAEC-PAD  High Performance Anion Exchange
Chromatography with Pulsed Amperometric
Detection
(JULAT7ROX bU v IR HEEZ{ER
UTcEn®igA 42330 O bS50 4 —)

HPLC High Performance Liquid Chromatography
[EEFEIOY NI ST 4 —)

ICH International conference for Harmonization
(K EU EERAHRENERRZ

IEF Isoelectric Focusing (Z-EB BB K EN)

IND Investigational New Drug (Application)

(ABRINE (FR5H))

MALS
NDA
NBE
NCE
PIC/S

PTM

0A

Qac
SDS-PAGE

SEC

SEC-MALS

Sop

USP
WCBP

Multi-angle Light Scattering (3% FEEYELEL)
New Drug Application (¥TEAERERES)

New biological entity

New chemical entity

The Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Cooperation Scheme
(EERRSATHOE)

Post Translational Modification (EHSR# 1S 4f)
Quality Assurance (SREE{FREL)

Quality Control (FREETE)

Sodium Dodecyl Sulfate — PolyAcrylamid Gel
Electrophoresis

(RFVIVFREB T MDD L -RUPZo UL
7= R VEBRUKENE)

Size Exclusion Chromatography

(HA ZHroOX IS T 4 —)

Size Exclusion Chromatography with Multi-Angle
Laser Light Scattering (2 AEJCBELIREHZR T
THA IR OX IS T 1 —)

Standard Operating Procedure (I2#E2£75FIB2)
United States Pharmacopeia KEZEE )

Well-characterized Biopharmaceutical Product

(TR (TR S N ) A T ERRR
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