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Sterility |ESBE
Precautions against microbial contamination 5% 1
Culture media and incubation temperatures Bh, oWk OE ORI
Fluid thioglycollate medium WIRF A7 23— ) s F1~5
Soybean - casein digest medium VAE— - AL - AP X Mg
Sterility B o S
Growth promotion test of aerobes, anaerobes it O RERARR
and fungi
Validation test NUF— 3 VB Ee
Membrane filtration AT I T4 INE—k
Direct inoculation Bk
Test for sterility of the product to be examined 45 D EEE AR
Membrane filtration AT ST 4 NF—k
Aqueous solutions a) WIREZES 7
Soluble solids b) AMBHEX B L THWAEES 5% 2
Qils and oily solutions ¢) HMERHEEE R
Ointments and creams d) HEH
Direct inoculation of the culture medium X535
Oily liquids a) PR
Ointments and creams b) MERRT Y — L4
Catgut and other surgical sutures for 253
veterinary use
Observation and interpretation of results BERUEZ, HE *8 ~9
Application of the test to parenteral B2E4
preparations, ophthalmic and other
non-injectable preparations required to
comply with the test for sterility
Table 2.6.1.-1.  Strains of the test 1 BMUREBARUNIT—3 Vi
micro-organisms suitable for use in the SR
Growth Promotion Test and the Validation
Test
Table 2.6.1.-2. Minimum quantity to be used %3 FEMYSE0OELREHRNE
for each medium
Table 2.6.1.-3.  Minimum number of items to £2 Ow %70 OHEIDEK 10 ~ 11
be tested
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ERHRAINEIR BHNUHKIEBEERDS wm &

Carboxymethylcellulose Calcium ANAA—RBIV ) L

Definition H

Identification A HeEERE (1)

Identification B HAAR (2)

Identification C HERERER (3)

Identification D WRRR (4)

Alkalinity MERR (1) 7Ih

Loss on drying wIREE

Residue on ignition PRI

Limit of chloride AR (2) Hw

Limit of sulfate PR (3) WEA

ERTHMEBR BTN ERFERH w %

Wheat Starch =VAC S DV b

Definition HF

Identification A RRER (D)

Identification B kg (2)

Identification C HEHER (3)

pH pH

Iron Mige® (1) &

Total protein HE Lz,

Oxidising substances WiERR (2) BtHEmE

Sulphur dioxide AR (3) ZEkrAY

Loss on drying AR E

Sulphated ash WETR
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Cellacefate HER7SIIBEIO—-R

Definition R 0EBBE

Identification R

Viscosity KL

Limit of free acid MEEEABR (2) WBEEE

Water K

Residue on ignition SREATL S

Phthalyl content
Content of acetyl

Packaging and storage

ERBE (1) WIVRFINRTAIVE

ERE (2) TEFIE
frik

R RMFEE SETURIEBFER S i
Corn Starch ryEOSTFUTY
Definition HR
Identification A MeaREER (1)
Identification B AR (2)
Identification C fEEREER (3)
pH pH
Loss on drying LR34
Residue on ignition TRETE
Limit of iron MiERE (1) &
Limit of oxidizing substances iR ER (2) BtHpE
Sulfur dioxide determination MR (3) ZEb1A4Y
KA AMEIH ETIREEFERS o
Potato Starch nvLaroty
Definition B
Identification A RaAs (1)

Identification B
Identification C
pH

Iron

Oxidising substances

MR (2)

WA (3)

pH

#iEaEr (1) &%
IR (2) BLiMwmE
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Sulphur dioxide MERAS (3) —Blkr14Y

Loss on drying FEIR B

Sulphated ash WML

KRG FHMER FETERERFERA i

Benzyl Alcohol RIOTUNTFILa—)L

Definition o OE BRE

Identification FERHAER

Appearance of solution MERER (1) B

Refractive index JRfr R

Acidity

Benzaldehyde and other related
substances

Peroxide value

Residue on evaporation

Assay

PUBEEER (2) Bk

FUERER (3) XOXT7ITE RRUMD
HgmA

PSR (4) BEAYIE
FIERRR (5) ARZEEY
Bk




R HRIMEIR FTNKERBFRERS
SER/E
Amino Acid Analysis FI/BGHE
Apparatus il
General Precautions — R E
Reference Standard Material FRIEY)H
Calibration of Instrumentation B DKIE
Repeatability BHE
Sample Preparation REHRR
Internal Standards NEREME
Protein Hydrolysis 7= hEVE DK R
Method 1 ikl
Hydrolysis Solution ok 53 g R
Procedure BIEE
Method 2 Hik2
Hydrolysis Solution ks> R
Vapor Phase Hydrolysis KK R
Method 3 HiE3
Hydrolysis Solution 7K 53 fRHE
Vapor Phase Hydrolysis SR IR
Method 4 Hik4
Oxidation Solution 313
Procedure BiE
Method 5 HiEb
Hydrolysis Solution 7k 73 g
Liquid Phase Hydrolysis R oK o iR
Method 6 FHiE6
Hydrolysis Solution K53 R
Vapor Phase Hydrolysis SRR Ak o) AR
Method 7 HET
Reducing Solution BT
Procedure PR
Method 8 HiE8
Stock Solutions 4113
Reducing Solution BILH
Procedure B
Method 9 HiE9
Stock Solutions 873
Carboxymethylation Solution ANERF 2 AFNACER
Buffer Solution e
Procedure BF%
Method 10 7510
Reducing Solution B
Procedure Bk
Method 11 Hik 11
Reducing Solutions BILH
Procedure e
Methodologies of Amino Acid Analysis General T2 BOMOAERSEEORARE
Principles
Method 1 - Postcolumn Ninhydrin Detection FHikl ZCERUICEBRAMAT LR
General Principle HE
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Method 2 - Postcolumn OPA Fluorometric
Detection General Principle

Method 3 - Precolumn PITC Derivatization
General Principle

Method 4 - Precolumn AQC Derivatization
General Principle

Method 5 - Precolumn OPA Derivatization
General Principle

Method 6 - Precolumn DABS-CI Derivatization
General Principle

Method 7 - Precolumn FMOC-CI Derivatization
General Principle

Method 8 - Precolumn NBD-F Derivatization
General Principle

Data Calculation and Analysis

ﬁ?iz OPAICKBRA AT LB
ﬁgf 3 PITC 7L 7 Lk ik{kiE
HiE4 AQC U T LiFEBHLE
HiES OPA LA T LBEKLE
F#E6  DABS-Cl 7L 717 LikEMA
HIET FMOC-Cl 7'V 71 5 L&k
#4158 NBD-F 7L T LAiEEKLE

5 —5 DB LR

Calculations -1
Amino Acid Mole Percent TI/BOEILS
Unknown Protein Samples RE = A BEEF
Known Protein Samples BEA7- A E R
RREHAMEIE BE+NUKEHERRS E
BEMB
Capillary Electrophoresis FrES)—BERKEE
Apparatus %@
Capillary Zone Electrophoresis 1. FyE5U—/—BRIKENE
Optimisation B B
Instrumental parameters BEBICEAT NI A—F—
Voltage ) EE
Polarity ) B
Temperature 3) IBE
Capillary 4) EME

Electrolytic solution parameters
Buffer type and concentration
Buffer pH
Organic solvents
Additives for chiral separations

Capillary Gel Electrophoresis
Characteristics of Gels

Capillary Isoelectric Focusing
Loading step
loading in one step
sequential loading
Focusing step
Mobilisation step
Optimisation
Voltage
Capillary
Solutions
Micellar Electrokinetic Chromatography (MEKC)
Optimisation
Instrumental parameters
Voltage

ERBARBRICETENTA—F—
(1) BEEOEE L BE
(2) BE®D pH
(3) BB
@) FINRBEDDORMNYE
2. FrESY—FIVERKEE
7 OE
3. FrESY —HELBRJKEE
(1) EEHRmM
@) 7 AT THEMm
(i) EFBYEM
Q) X
(3) ¥#
53114
Q) BEE
(2) EBHE
(3) BHE
4. IEINBHE IO YT T (MEKC)
RIEL
BRIZET BN T A —
(1) EBFE




Temperature
Capillary

Electrolytic solution parameters
Surfactant type and concentration
Buffer pH
Organic solvents
Additives for chiral separations
Other additives

Quantification

Calculations

System Suitability
Apparent Number of Theoretical Plates
Resolution
Symmetry Factor
Signal-to-noise Ratio

) BE
(3) BHE

(2) #EFEH D pH
(3) BHALS

(5) DD FEIHF

ERIH
EHE
BEEWNTA—F—
HEIRER
SREE
¥— 27 OXEE
TFIIN- 14X

BREBERTETENIA—F—
(1) SEEER OEE S RE

(@) SEFEBERGINME

S AMEIE B+ EHFERS " =
SERBH
Total Protein Assay AoBHERE
Method 1 ikl GRAMRAGE)
Standard Solution FRIEER
Test Solution HENAR
Procedure BIEVE
Light-Scattering JEREL
Calculations SR
Method 2 FiE2 (Lowry #) AAZRAMADHE
Standard Solutions PRI T -
Test Solution ABHE R ’
Blank ot B JEk ATEEICHE (F: A9
Reagents and Solutions A - HE FHBFIRER VAL
Copper Sulfate Reagent B Rt R EWEHAL) B,
SDS Solution SDS A, 5%

Sodium Hydroxide Solution
Alkaline Copper Reagent
Diluted Folin-Ciocalteu’s Phenol
Ragent

Procedure

Calculations

Interfering Substances
Sodium Deoxycholate Reagent
Trichloroacetic Acid Reagent
Procedure

Method 3
Standard Solutions
Test Solution
Blank
Coomassie Reagent
Procedure

Calculations

KEE(LTF B U LB
TN ) AR
7+ R

Bk

FrEIE

ThEWE
FAF L a-IVEEF B U T LEE
U o o oEREEB
BEH:

#i% 3  (Bradford {%)

R

HEHAR

Xt B

7= —RH

BFE

BHE R
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Method 4

HiE4 (B2 ra gk

Standard Solutions AR
Test Solution Al EHA
Blank S B o
Reagents A -
BCA Reagent BCA i
Copper Sulfate Reagent ik s ik
Copper-BCA Reagent $ - BCA A
Procedure B
Calculations FHEIE
Method 5 555 (Biuret i%) BAZKESMALDRE
Standard Solutions IR IH .
Test Solution AEHER EY Ly baRRIZHAN
Blank Xt B TR LW, VLB =7
Biuret Reagent Eo Ly MEH kYD AR O
Procedure BB fRIIE B (bot water) T
Calculations TR <K (BELRSITRD
Interfering Substances EWE ) .
Comments ARER PR BRI IR ES IR D
tEZ B .
Method 6 FHiE6 (B
Standard Solutions AR
Test Solution AEHAMK
Blank X BRI
Reagents HE - R
Borate Buffer U BRI
Stock OPA Reagent OPA MR
OPA Reagent OPA ¥
Procedure PR
Calculations FE L
Method 7 HET (BRAUER
Procedure A BB A
Procedure B #EEL B
Calculations R
BRHHEH BRI ERFERS w &
BEWME
Isoelectric Focusing FERERKEE
Theoretical Aspects Him
Practical Aspects BIE
Apparatus #*iE
Isoelectric Focusing in Polyacrylamide RUTIUNT I RNV EFESERIK
Gels: Detailed Procedure % BREOFHM
Preparation of the Gels SEAR TV DR S ik
1) 7.5 per cent polyacrylamide gel 75% R 77 UNT I RS
2) Preparation of the mould B ANT
Method ik
Variations to the Detailed Procedure AREREDOMEDEE (REEDHEILIH
(subject to validation) g)




Validation of Iso-electric Focusing
Procedures

Specified Variation to the General Method
Point to Consider
Figure - Mould

Reagents

Fixing solution for isoelectric focusing
in polyacrylamide gel

BB S EKIREE ORI

AEOHEDOER

FE

H %@

R - HE
A7 UNTIRTNEELER
YKEN B B R
7 —< I —ER

J—T LR
DB DWW Tida
BIZHEE.

izRERS
ERARNER ETUYEHEE RS e
SEWER
Peptide Mapping RIFETYT %
Purpose and Scope B #) & i
The Peptide Map RIFRT YT
Isolation and Purification Sy B S HEE
Selective Cleavage of Peptide Bonds RTF RiEE DERRA YN
Pretreatment of Sample ABHOD RTALER
Pretreatment of the Cleavage Agent YA O ajULE
Pretreatment of the Protein e VBB ORITLE
Establishment of Optimal Digestion Conditions EBEHLSRHM DR
pH pH
Temperature REE
Time AW &G
Amount of Cleavage Agent AL I00 =
Chromatographic Separation 0 b S THEICE S8
Chromatographic Column SEERN D A
Solvent B
Mobile Phase B ENE
Gradient Selection T XL 2 MEDER
Isocratic Selection TAITTT 4y T EOER
Other Parameters FOMDINT A—F —
Validation AT LEEH
Analysis and Identification of Peptides RTF ROorH L MR
Table 1. Examples of Cleavage Agents. 1 UEHIOH]
Table 2. Techniques Used for the Separation of %2 RTIFROBEEHE
Peptides.
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