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1. B®

AREIHL, ARFEEGTRZOMRESEELO B L LT, PMDA N3 TOERASK ORFR ORI D
VERRZAT O ECHEILT REMBEARFIHZED DL Z EICLD, RERUROIERIEEXEZ —EE0d 5, HighHo
R HDOLE L, OWTIHHEARERFRROREMRITICET D Z L 2HEN LT 5.

2. WA OHEH

ATHE Y, BAERTEZ GHHICHE XTI MR ESNIERIBRD HDICRS. ) IRDIZELTOER
NERORIFEROESROMERICER ENS. =721, WAl A, —ERBRE S3ZEBEREROEEZEOK
FEIRD AARERGIRBIZET 5 H L TOERAFZER OFE SRR TABEHREZEN T 52 & &2
FB5HO TR,

¥, KRB, BAEFEEICLDAARERFEROBER (742, XFHFA R, STFEAZAN, {2
T, BEE) HEHETLHLOTHR.

3. AEHAWMV FLOBICY o TOEEHHE

AFEIE I, JFHIE UCEHLtE B AREKR T RSO FRICIGE UL — 5t SN 5 EHEA A RICR D) 12
HWHT 5.

(1) ZRERM:DOfElR

RS RICBT AR HREHSEICL Y, REENED A HEE WS Z L RRETH I HEICE, TEO—&
PEEMER LD, MERMICEREZIT) ZELELTHELIZR. £, ABEHIZEDBRNFEIFEIZOWN
TiE, EEFEKICKHE L TELI 2.

(2) TAARFERFIERERER] & ORLR

AREHOFE—FX, [AASERGIRRERERE ] OEAMREZEE EERA L b0 Lo TS, [FZEHN
TEWD D AR IRRO BBk Tk, RlTEFICE LT, ThbOMeE, MFI%EORR, #30EE
DEER, AARFEIDEWRT LBEH) - BRI E 2 aTRE/R IRV IEMEIC KRBT 5 L THERER EO B A,
B 5 HFESE 2 G UOERBAEE L Vo sl Z T L2 b D Lo T D.

o [ AAKR T IREIEREEE ] ORLWFEHD 5 b, FSTROVERK & 1ZBIFR O 22 W RRHF HIZ SV TR HA I
L7c. =7, #iRZHTTEOEEARBEIK LS8 FH3gIm/s T4 7 ) &2 Lk,

o [ AAIER T IREIEREE] (TITRHEA 2, AEEME OWNE LR LIZEHc - nWTiE, [ oxF
EANDZ LI DRI LT,
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F—E

BAERAREEREEDOHEE (CB U F-FEXIRIERLICH 1+ 58

S—#B
BHEREBXRRAREDOERICET R

1. EXMER

11 BBRUEBRAEDRE

111

HERIAE DORE

PR OFFREFIEA L.

112 AREHEEEDERTE
HERFH OFFRESEA L

1.1.3

HERAEDERE

PR OFFREFIEA L.

114

TRICERET 51 OEE
TRNZIRET D, |

the Law (ZEIMERBERIELE T2 L &, AAERTEROP THRIIT 2 FPETHS.

12 ATFLEEORN

HRH DRI FIH L.
2. —BHMER
21 RBRUVAF
FER A O RFRL IR L.
211 BLYRGHEEDERE
PR OFFRLFEIRZ L.
212 BRBERUVEER
TR the test Solution
OOEHERR Standard XX Solution
PEHA IR the sample solution
TEHERSIR the standard solution
& : Matching Fluid PAAb O 80 HelRIZIE CS, #IKIZIE TS, RESH AEERIZIZ VS 21T 5.
W& 5 CS: Colorimetric Stock Solution
RS: Reference Standard
TS: Test Solution
VS: Refer to a solution listed in Standard Solutions for Volumetric Analysis <9.27>
[51]] Kb MU o LK sodium hydroxide TS
0.1 mol/L g% 0.1 mol/L hydrochloric acid VS
Hb =L RADOEO HFHKR | Cobalt(II) Chloride CS
B0 LR A Matching Fluid A
213 fER

s Eoar< L), AoV AR L), Faoaar ) 205, 70, RICCEI K EEI,

Wy A=A ZFRANT D
- AOarw )

Being specified separately when the drug is granted approval based on the Law.
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O HpEEoM K< HHlE, and OHNZ A~ &40 208, 4Gk <GE T 220,

AKmEEHL, 20O/ 0.5 g ZREIZEY, 250 mL
DRI AR, K 50 mL, 7 > =7 3K 3 mL
EOHALF Y oL 10g M4 ...

Weigh accurately about 0.5 g of AAA, previously dried,

transfer to a 250-mL separator, and add 50 mL of
water, 3 mL of ammonia TS and 10 g of sodium
chloride.

Q@ FEERFED S HGEIE 2 = 2T 57, and OIS T 0.

. A~ R A ORI D H DT, 1B
1720,

... a clear, colorless to light yellow and viscous liquid. It

1s odorless.

- CEAOEY AR T

@O AMEEICBT 28 ) A Fid, BUEOHOFLHED & Z13F T, —fETHRBENANTE ) 4 FefHT

5.

[#i]]

=S mhel (2600 147 ~ 151°C Melting point <2.60> 147 — 151°C

fHF7zevy @ (219 da: 0.953 ~ 0.965 Specific gravity <2.72> d2): 0.953 — 0.965
T A (118 176 ~ 187 Saponification value <1.1%> 176 — 187

YA R gl (2600 K 185°COYiE). Melting point <2.60> about 185°C (with

i % decomposition).

Wil (113 1.5 LLF.

Acid value <1.12> Not more than 1.5.

WS (249

[]3 : +167 ~ +175°
(Hift%, 019, 14— A %4, 10mL,

Optical rotation <2.49> [a]%: + 167 — +
175° (after drying, 0.1 g, 1,4-dioxane, 10

100 mm). mL, 100 mm).
Koy (248 14.5 ~ 16.0%(20mg, E | Water <248 14.5—16.0% (20 mg,
B ER). coulometric titration).

REVRSy (244 0.10%LLF(1 g).

Residue on ignition <2.44> Not more than
0.10% (1 g).

- foany [

O av ORICHBELEDDRIE, a8 OROLFIINLTLTD.

HlE 59 185°C (A fiR).

Melting point: about 185°C (with decomposition).

pH (254 A& 1.0g %K 20 mL 2 L72HK
®pH X 5.7 ~ 6.7 T 5.

pH <254 Dissolve 1.0 g of AAA in 20 mL of water:
the pH of the solution is between 5.7 and 6.7.

@ AiLlo=zoy I OBROILFIIRLTLTD.

Ms: Amount (mg) of AAA for assay

Detector: An ultraviolet absorption photometer (wavelength: 254 nm).

214 ERRA, BESA, SEERUHEYVS
I FSCTREE, BiEO AR T -

1L, =X TN T T4 ZHWTERLRTS.

4— A RFIRUXT AT R - Hilg - BElg - =4
/) — ik, "B

4-Methoxybenzaldehyde-sulfuric acid-acetic
acid-ethanol TS for spraying

RUEE - b~ 7 %7 LiEER, pH 9.0

Boric acid-magnesium chloride buffer solution (pH 9.0)

215 #BYRLHES

FRADOFFRLFIE 7 L.

216 #H=F

(51 5 IREfH 5 hours
2 43 [H] 2 minutes
1 i 1 drop
2 ~ 37 2 to 3 drops
1k Method 1
100 AL 100 Units
2 [A1(2 %) 2 times
3 [81(3 %) 3 times
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BAEWRFADEANL, HiEE A7 [-] THOR<.

(1] 10 mLGHEY &)

a 10-mL portion

100 mL DA AT Z X2

a 100-mL volumetric flask

GGl

1-hour intervals

B LT well-closed

2161 KEELVFOERI

i Bepdidge LCERREL, 3l eicar~ () HFTRELAR.
K AMETE I EAVTIS, 5 EOBRAICa w2 ND.

H e
100 100
1000 1000
10000 10,000
217 XFEUREE
HARH DRI FIH R L.
2171 ZEHOREERT
HARH DRI FIH L.
218 FEMIOFEWNA
HARH DRI FIH L.

2.2 FRE/PIEELER URAE

221 HBEXRUVERREDEZ
SR OFFREEEA L

222 FRIBE

2221 HBEDORE
HERAH O F IR L.

2222 HIBEOHHE
FERAOFFREEH L.

223 SHEAEORDA
FERA DR R EH L.

23 BMuBRURLE

BT, T~ AW,

RBRIE A4 ORIZ, B OBIEOR D EEZ b > TURSNDHEDH -]

ZHAWS (X-Y) 2, FNLSDOEEIZIE not less than X and not more than Y, X to Y, between X and Y

ORI ETH.

mhs (2600 147 ~ 151°C

Melting point <2.60> 147 - 151°C

WE (1139 da: 0.953 ~ 0.965

Specific gravity <7.72> d3: 0.953 — 0.965

JAaAbst (.18 176 ~ 187

Saponification value <1.13> 176 — 187

feekE (249  [d?): +167 ~ +175°(8 %,
0.1g, 1,4-YF %Y, 10mL, 100 mm).

Optical rotation <2.49> [a]%: +167 — +175° (after
drying, 0.1 g, 1,4-dioxane, 10 mL, 100 mm).

KAy (248 14.5 ~ 16.0%(20mg, BEIHELE).

Water <2.48> 14.5 — 16.0% (20 mg, coulometric
titration).

vy FORED 95.0 ~ 105.0% 2559500
(CsHsN4 - HC1 : 196.64)% & 7>,

...contains not less than 95.0% and not more than
105.0% of the labeled amount of AAA (CsHsN4+.HCl:
196.64).

v BNV DA 2 ~ 3THEMRAD EE, ...

... and 2 to 3 drops of barium chloride TS: ...

...2 ~ 3mL...

... 2to 3 mL...

ey, 1.0X10% ~ 1.6X 104 BT DI T...

of the range of 1.0 x 103 to 1.6 X 10% units, ...

A ZHE~THAGOMKRTHD.

AAA occurs as a white to yellowish white powder.

pH (254  Afh1.0g %K 20 m IZE LTZIEHD

pH <2.564> Dissolve 1.0 g of AAA in 20 mL of water:
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101

102

103
104
105
106
107
108
109
110
111
112
113
114
115
116
117

118
119

120
121

122
123

124

125
126
127
128

129
130

pH I 5.7 ~ 6.7 Th 5.

the pH of the solution is between 5.7 and 6.7.

LT EE, R 238 ~ 242 nm ITWINDORRKR &
Y

It exhibits a maximum between 238 nm and 242 nm.

24 RE
o REEICEE T S KL

R IR standard temperature MR 5 to warm
igi! ordinary temperature MES % heating
=Sl room temperature FREVT D heating strongly
P lukewarm temperature JINEN U 7= VAt heated solvent
mAT cold place BRI hot solvent
K cold water IR U 7= vt warmed solvent
AR lukewarm water pTREATL warm solvent
.5 warm water Mz cold extraction
G hot water IR warm extraction
Kig ECmET % heat on a water bath

#J 100°C DX

a steam bath of about 100°C

B AR 2 AT O %

heat with a reflux condenser

241 BEICEATSESR

2411 REICETIHABEOEE
HRHDOFFRIFIHZ L

2412 TRFF1 OES

TR ORF RO FIH R L

2413 JKOEBEICEATIHENESR
HERH OFFREFEA L.

2414 THNB1 QBT E

HERH OFFREFIEA L.

2.4.1.5
FEERF ORF RO HIH R L
2416 TI'HmR1 RO TRR OFE

HERH OFFREFIEA L.
2417 KBLEERWTOMERICET HEE
HERH OFFREFIEA L.
242 BREORRE

BEER A ORFLFEHE L
243 BREORBICEIT3HF&HE

BEER A ORFLFEHER L
244 HYARMITST74—DHS5LBREORT
BEER A ORFLFEHEZR L

25 EAH

251 EHDEREE

IR ORFEFE R L.

252 EHORRICHITHHFEEHHA
IR ORFEFE R L.

253 [REE] OEE
(5]

Mg LB (BRI | RU NEL=BE GBRK) 1| OER

IR (2410 05%LLTQ g, WL, BR(LY v
(V), 60°C, 5 IR¢fE).

Loss on drying <2.47> Not more than 0.5% (1 g, in
vacuum, phosphorus (V) oxide, 60°C, 5 hours).




131

132
133

134
135

136
137

138

139
140

141
142
143

144
145

146
147

148
149

150

151
152

153
154

155
156

157
158

159
160

161
162

OOE#E % 100°C, JBJE - 0.67 kPa LLFC 5 KF
IRZEE L, #0850 mg ZHEIZEY, ...

weigh accurately about 50 mg of AAA RS, previously
dried under reduced pressure not exceeding 0.67 kPa
at 100°C for 5 hours, ...

2.6 B

26.1 FEORERR
BER A ORFFLFE R L

262 BHEORRICHITIEHAHEA
B ORFFLFER L

263 [EBLIZ] O
B ORFFLFER L

27 BEESERVEE
271 BERELREICKBIERRT
HER A ORFREFE R L

272 KMZEAW=XRE

o RE [(O-A) AW, (O in A)) ZHWS.

[i]

NEOFXVERBFBATFNLOTE =k VIR
(8—4000)

a solution of methyl parahydroxybenzoate in
acetonitrile (3 in 4000)

KEE{LF U U AERIK(1—-25)

a solution of sodium hydroxide (1 in 25)

8 7= Kk (1—10)

diluted hydrochloric acid (1 in 10)

273 EIRBREICKBRE
BEER A ORI IE R L
274 BEROERSE

B AT vy [ THOTIE, and KO¥EFH o~ 1) Z2H0WD.

OO0,/ ANANEK10: 1)

a mixture of OOO and AAA (10:1)

*x sk /O000/VVVIEKEG:3:1)

a mixture of 3k k%, OO0 and VVV (5:3:1)

275 REORTICHITHHBREEHE
PR A O F IR L.

28 E&
281 EEDOXEREE
HERAHORFRLF IR L.

282 RIDRRICHITHHEEHA
PR A O F IR L.

283 RHIzBH3HRELGEDTE
AR A DFFFE A L

29 HBE
291 EEBORE

O mgxtd weigh O mg

O mg ZREEICED weigh accurately about O mg

O mg % EMEIZED weigh exactly O mg

292 TFHEICES] OBEK
BEER H OSFRREE R L
293 HEOBHHORE
BEER H OHFRREE R L
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165
166

167
168
169
170
171

172
173

174
175

176
177

178

179
180

181
182
183
184
185
186
187

188
189
190
191

192
193
194
195

210 BE
2101 BEOERED

OmL%&5 take O mL

O mL % EflZ &5 pipet O mL

KEMZCEMIZO mL £ 95 | add water to make exactly O mL

KEMZTOmL &79% add water to make O mL

2102 BFEOHMGORE
R OFFLFHR L

211 #HEXoEHAE
HAR FHORFEHIE L
2111 SBOERFEIZONT
f:2ADOART vy /]
HOPADAT v 1]

2112 HFERERBEO/NHELILERBOREEHTE

HER A ORFREFE R L
2113 FEBOER
HER A ORFREFE R L

2114 FEHOTHHA
JER A ORFREFE R L

212 —HEBEBESORESEE
2121 —BEEBREBESTERAH
BEER H OFFRREIE R L

2122 —BEBHABERSORRAE

21221 —HREABREAXE—BEBRESERASASEHOBE

FRA O R FEZR L.

21222 —HREABREOANIC, ARABEPOREREETY [BANED AFRLShTLSES

WA ORI FIAZ L.
2.12.2.3 %Il
WA ORI FIAZ L.

2.13 ERESRMICET 5R8E A%

2131 EEAMCET3EEAH
HERFH ORI EE R L.

2132 BEAE

ARERET, KB HFTCOFTMEEICESTHEL
FRBRIETH D, o, ZHBHF THRMENTWE
WERYIE T® o) THT»Z &1L VR

This test is harmonized with the European
Pharmacopoeia and the U.S. Pharmacopeia. The parts
of the text that are not harmonized are marked with
symbols (* ).

AREHMEFIT, ZERBFTCORMEEITIESETH
ELEERLELTHD. B, ZHFH Tl
NTWZRWERSE [* o) THHTeZ LIZEVRT.

This monograph is harmonized with the European
Pharmacopoeia and the U.S. Pharmacopeia. The parts
of the text that are not harmonized are marked with
symbols (* ).

21321 —WREAREDIES
R ORFRRETE e L.
21322 EERKBEDEE
WA ORI F A L.




196 2133 EERSAMICET 58EZHERICH (TIAMIE L DOXHBROIHE
197 WA ORI EIR e L.

198 214 FOih
199 2141 @& (CEATSEH

200 [LACHEAT 5] ¢ It (or £4:544) meets ...
201 2142 TEHT) ICEAT HEEE

202 SR ORFRLFEZ L.

203 2143 T#RL] OFBK

204 SR ORFRLFEZ L.

205 2144 AiBICEAY S0

206 BER A ORFRREER L.

207 2145 BERICAWSK

208 BER A ORFRREER L.

209 2146 KBEHEOER

210 o WEL ORISR S TTH L, BICEDOBEL 2R S0 b OIFKIBIK 277

211 o KIATRIT a solution of AAA (1 in 100) & #3523 5. an aqueous solution of AAA (1 in 100)=° a solution
212 of AAA in water (1 in 100) & [ZEFE L7220,

213 2147 RHoERAE

214 HIRAORFLFHE L.

215 2148 BRETSICHEYZIRITRESHRMEORH

216 [f51]
AR LR E W TUT . Conduct this procedure using light-resistant vessels.
AREAEIE A BT, L LERHmEHNTITS. Conduct this procedure without exposure to light,

using light-resistant vessels.

AEEII CTX D20 ER L Otz ), #E%E | Conduct this procedure avoiding contact with the air as

FRa HWTITS . far as possible and using light-resistant vessels.
AREAETBUBRR TR RE, 2 RRICANICAT 5. Conduct this procedure within 2 hours after

preparation of the sample solution.

PRI K OEHERI L 5 CLL FIZERTE L, 2 HEf# | Keep the sample solution and the standard solution at

NI 5. not exceeding 5°C, and use them within 2 hours.
217 2149 TEHF=---1 2L DERDERE
(] EOHEB0—5) diluted hydrochloric acid (1 in 5)
WAL ) — N (1-2) diluted methanol (1 in 2)
72 0.01 mol/L = 7 i (9—40) | diluted 0.01mol/L iodine VS (9 in 40)
O A K A (1—5) diluted Matching Fluid A (1 in 5)
218 OO0 121X dilute # V5.
(] Ak dilute hydrochloric acid
il dilute nitric acid
219 21410 faFL7-BBEOERR
220 (5]
7 v AEREREAFN 7 v AFE I U U AFRIRIETR a saturated solution of silver chromate in
(7 o VERSRARIRI L= 7 v e U w7 23R0R) potassium chromate TS
Va2 UMY T = T AFTAIR a saturated solution of ammonium oxalate
(=2 U7 =0 A— KR % SN U 7= K EAIR)
KEEIE A V) o AofafiT & /) — L (9BNATR a saturated solution of potassium hydroxide in
OKEbr U v L& fafnLiz= % ) — 1 (95)EIR) ethanol (95)
KEAFI1—7 %/ —)v water-saturated 1-butanol
OkZfafisEz1-—7% /7 —))




221
222

223

224
225

226
227
228

229
230

231
232

233
234

235
236

237
238

239
240
241

242
243

244
245

246
247
248

249
250

7 x ) —VEFTEN y 7 7 — phenol-saturated TE buffer
(7= /) —NEFMEEEZTE Ny 7 7 —)

21411 BB THRET HHEE - HROEH
BEERH OSFFREE L

3. ERREE

31 BEOABRUVEHIR
FFH O FEZR L.

32 B&E4
321 REOBXA
SR ORFRLFEZ L

322 HEIOBEXA
SR A OREEE L

3.3 EHZ
SR OFFRRFEA L

34 BERLAHNE
SR OFFRREEA L

35 STVA
BEER A OFFRREIE R L

36 #EiER
SRR OFFRLFH L.

3.7 #FRRUSFE MEBRARUXR)

371 EHRUEHLED

FRHADOFFRLFI R L.

372 HFROEH

BBEIE T ) AW, AT USSR T A0S,

A HE

CsH14sN4Oz - HC1 CsH14N402.HC1

C12H15NOs - HC1 - H20 C12H1sNO3.HCI1.H20

(C12H1sNO2)2 + H2S04 (C12H19NO2)2.H2S04

C22H24N20s « HCI - 15C2H6O - :sH20 C22H24N205.HC1.1:C2H60.:sH20

C22H3605 * xC36He0030 C22H3605.xC36He0030

C12H30Al50518s + xA1(OH)s « yH20 C12H30A1505185. xA1(OH)s. yH20
373 S¥FE (XB) OnRe#H

HERFH OFFREFIEA L.

374 HBFREFFELEEDORLY
W RRIEeA e T EHVTIS, Haaey ) ZHY, PHAan s CHE (D178 OMICA
NR—REAND.
[51]] H B
CoHsO4 : 180.16 CoHsO4: 180.16

375 4YRBOHFFRESFEDRH
FARH O FEZR L.




251

252
253

254
255

256
257
258

259

260

261

38 EBERRUYZAHIL-FITRFSHY -H—ER (CAS) 2HHS

38.1 {LRELOIE
FERRH OFFRR S E e L
382 CAS ZZEENDIH
R OFFRR S E e L

39 EE
391 EERDIEHE
(B1] BuEwmE

ARbhlx, Micromonospora purpurea 1%
Micromonospora echinospora DI IZ K > THS
NOPEESEEZET D7/ 7 ) 2 FRILE
YOIREYORIEE TH 5.

XXX is the sulfate of a mixture of aminoglycoside
substances having antibacterial activity produced by
the growth of Micromonospora purpurea or
Micromonospora echinospora.

[B1] ~TF FPEEHE

ARnlE, () XX (f) OAA (HifE, #Hik
NITIEERE) ol onz ( (Rvey, BHR, ¥
A MhA Y, WHEKT-, U7 Fr, Fuk, Mk
A7 I EEASE) ) Y, 180T I/ Wik
DSR2 XTTF R THD.

XXX is a (hormone, enzyme, cytokine, growth factor,
vaccine, antibody, blood coagulating factor, blood
coagulating inhibitor, etc) obtained from YYY (cell,
tissue or organ, etc.) of (healthy) ZZZ (species). It is a
peptide consisting of 18 amino acid residues.

AL, Ak ( (RvEy, BEE, VA AL,
BEAHEIK -, U7 F o, PR, Mg ke A 1 SR PR
H) ) THY, 18T I BEREN SR DR
FFRTHDH. AL, ODO%OEREZET 5.

XXX is a synthetic (hormone, enzyme, cytokine, growth
factor, vaccine, antibody, blood coagulating factor,
blood coagulating inhibitor, etc). It is a peptide
consisting of 18 amino acid residues and possesses an
effect of AA, etc.

[B] ~FF FREEES RO vy EHEES,

AR, Actinoplanes teichomyceticus D538 L
STHLNLTMEEEZET S22 aXTF R
FIEEMDOEEY TH 5.

XXX is a mixture of glycopeptide substances having
antibacterial activity produced by the growth of
Actinoplanes teichomyceticus.

REnDOAENE, (@EHEZR) XX (i) AN (Hifa,
R ISR E) ooz ( (RVE Y, BER,
YA S Ay, BN, U7 F L, HUR, iRk
BE T SUIBAERDE) ) THY, 1T I Bk
BENGRD A1 01, KO3 EOT I/ Wik
725 BEH 10T ok sSns00 (R
RIF RTZ X7 E) ThbD. Kihld, KEK
ThD. AN, DOEEEETS.

The desired product of XXX is a (hormone, enzyme,
cytokine, growth factor, vaccine, antibody, blood
coagulating factor, blood coagulating inhibitor, etc)
obtained from YYY (cell, tissue or organ, etc.) of
(healthy) ZZZ (species). It is a PP (polypeptide or
protein) composed of one molecule of A chain consisting
of 31 amino acid residues and one molecule of B chain
consisting of 35 amino acid residues. It is an aqueous
solution. It has an AA activity.

AdnlE, (EEEZ) XX (f) OAA (Mg, ik
IR HELNTE ( RLEY, BEH,
A NhA v, WRERTF, U Fr, Huk, fLikEEE
NFXIIPLEAZ) ) THY, 449D 7 I EeE
Hnbed T a=y b 20T bHERIND
OO (RYRFF RXIH X0 E) THDH. KM
%, OOEREZET 5.

XXX is a (hormone, enzyme, cytokine, growth factor,
vaccine, antibody, blood coagulating factor, blood
coagulating inhibitor, etc) obtained from YYY (cell,
tissue or organ, etc.) of (healthy) ZZZ (species).

It is a PP (polypeptide or protein) consisting of two
molecules of subunit consisting of 449 amino acid
residues. It possesses an effect of AA.

(] KE 2 o7 PR E SR

AR OARE L, BEHEZ) XX (fi) OAAN (Hif,
FARE SIS ) oL D ( (RvEy, BER,
YA NhA v, BRERT, U7 Fr, PR, Mmikke
R T SUIPREAIZE) ) THY, 49T 2 R
FEEN O BHE R R B FEBERIANAITOO

The desired product of XXX is a (hormone, enzyme,
cytokine, growth factor, vaccine, antibody, blood
coagulating factor, blood coagulating inhibitor, etc)
obtained from YYY (cell, tissue or organ, etc.) of
(healthy) ZZZ (species). It is a glycoprotein (molecular

10




262

263

264

265

~ AN)THD. Kilx, KERTHD. A,
OOE%EE2HT 5.

mass about MM, or NN to MM) consisting of 449 amino
acid residues. It is an aqueous solution and possesses
an AA activity.

[B] BInFAABERZ T T FHEIER KOS 7 BRI

AKEOAREY, Btz e RXXTHY, OO
BT I VBEENS2500 (R TF KT
HURTE) ThDH. AR, KK THD. AR
%, OOEEEAET 5.

The desired product of XXX (Genetical Recombination)
is a recombinant human DDD. It is a PPP (polypeptide
or protein) consisting of NN amino acid residues. It is
an aqueous solution and possesses an AA activity.

(B] B TR BE S ™7 BPEE SR

AREORE L, B izt b=l AnRoF o
ThHY, FrvA =—ANLAX—JIHEMIE CTHEAR S
N5, Aiix, 16507 I Wik EN b L b4
R E Gy TR 837000 ~ 42000) ThH D, A
W, KB CTH D A5, FRMERATERAIE O /51 -
W OREER 2 G 5.

XXX (Genetical Recombination) is an aqueous solution
in which a desired product is a recombinant human
erythropoietin produced in Chinese hamster ovary
cells. It is a glycoprotein (molecular mass: about
37,000 to 42,000) consisting of 165 amino acid residues.
It has stimulatory effects for the differentiation and
proliferation of erythroid precursor.

AREOARENL, BEHAZE X XTHY, OO
MR CEALAIND. A, OO T I /B
MOIRDHER L RIE O TFEHIAAN) THD. A
X, KEECTHD. A, OOEREZET S

The desired product of XXX (Genetical Recombination)
is a recombinant human DDD and produced by the
CCC cell. It is a glycoprotein (molecular mass: about
MDM) consisting of NNV amino acid residues. It is an
aqueous solution and possesses an effect of AA.

(B BinFHifzx 2 7 ERERRS (7 2/ BREH)

AR OARENL, sz b MERIER 2 v =—fi]
N OHERIA T, NRIBIZAFA=0BEAL,
1, 3, 4, 5 XP1ITEFEBDO M LA=Y, BA Y,
JVr, Tal) U ROV AT A URER TN TN
7=y, hbt=y, Furr, TAF=U KN
) UEREICERINL TN S.

XXX (Genetical Recombination) is an aqueous solution
in which a desired product is a recombinant human
granulocyte colony-stimulating factor (G-CSF) analog.
It is N-methionylated, and threonine, leucine, glycine,
proline and cysteine residues at the positions 1, 3, 4, 5
and 17 of G-CSF are substituted by alanine, threonine,
tyrosine, arginine and serine, respectively.

AKEOARED, BiaFHEZE B X XOHREAET,
SHEFANLYV (T I /ER) 12, &EFEADAIZER
ShTV5. KinFOOMIBTEAE SN D OO0MD
TR BRIRIEIN S T2 DRE S 8T B (3R
AN)THD. Kinld, KEETHS. A, OO
EEz T 5.

The desired product of XXX (Genetical Recombination)
is a derivative of recombinant human YYY, and its #th
and &th of $ chain are substituted to FF (amino acid)
and EE, respectively. It is a glycoprotein (molecular
mass about MM) consisting of NN amino acid residues
produced by the CCC cell. It is an aqueous solution and
possesses a AA activity.

AEZ

Aix, FEERER T % OB 5457~ D— 7L
aV IR UEBL—A RAa BRI D— 7
7 a0 AL S e BER L 7Y a3
TV I OF N UAETHD.

XXX is a sodium salt of sulfated glycosaminoglycans
composed of disaccharide units of D-glucosamine and
uronic acid (L-iduronic acid or D-glucuronic acid)
obtained from the intestinal mucosa of healthy edible
swine.

Kb, AR T % ORI 5457- D— 7L
aPI VKRR VEE (L—A AL D—7
VT fR) D RERAL) S R B L) a2
T VHBLDOANT T L TH S, ARIE, Mg
BEE &I AERE AT 5. RiWIERT S &
X, R Lok L. 1 mg 180 ~/R Y
AL Ha RIS L2 &4, F7z, iy
7 1 (Ca : 40.08) 8.0 ~ 12.0% % & te.

XXX is the calcium salt of sulfated glycosaminoglycans
composed of disaccharide units of D-glucosamine and
uronic acid (L -iduronic acid or D-glucuronic acid)
obtained from the intestinal mucosa of healthy edible
swine.

It prolongs the clotting time of blood. It contains not
less than 180 Heparin Units (anti-factor Ila activity)
per mg, calculated on the dried basis, and not less than
8.0% and not more than 12.0% of calcium (Ca: 40.08).
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266

267
268

269
270

271

272
273
274
275

276
277

278

279

KimlZ=U VO M UIBEMEVIELND
D—/ 7 gk N-7T®FL—D— 7=t
SV THERALN GBI aY I ) T D
FRUTLETHS.

XXX is the sodium salt of glycosaminoglycans
composed of disaccharide units of D-glucuronic acid and
MN-acetyl-D-glucosamine obtained from cockscomb or
microorganisms.

A, (R XX () OAA (HIfE, #HfE,

IR D (B AA (] ~XY T RY
7 L) DO L - T) B2O0OKTOO (H
BE) 7670500 (Bl : 7V a7y, K
HFEASSNY V) (BFREAVV)THDS. AT,

OOEEEFT 5.

XXX is an YYY (example: glycosaminoglycan,
low-molecular-mass heparin) (molecular mass about
MDM) consisting of AAA obtained (by DD decomposition
of PPP (example: heparin sodium)) from QQQ (cell,
tissue or organ, etc.) of (healthy) RRR (species) and
BBB (monosaccharide). It possesses an AA activity.

[B] A3E5%

A Y 2> Curcuma longa Linné
(Zingiberaceae) DIREZZDFEFE XiTanL e
WL D%, @], BELLIELOTHD.

XXX is the rhizome of Curcuma longa Linné
(Zingiberaceae) with or without cork layers, usually
with the application of blanching.

392 FRAMFEH
HRH DRI FIH L.
393 EFRDEZL
[f5]

A IAKEDEHAITH 5.

AAA is an aqueous injection.

A ITHBARRORE) L CHW v r Yy THITH
%.

AAA is a preparation for syrup, which is
dissolved (suspended) before use.

sl EAMEOr —2 a VHITH B. AAA is an emulsion lotion.
SR MED SRKICTh 5. AAA is an aqueous ophthalmic solution.
IHNHDOBEANITH 5. AAA is a liquid for external use.

3, OODFHERDERE TH 5.

AAA is the hydrochloride of a derivative of OO.

333 |23t

IHRARE L CTHW A ERAITH 5.

AAA is a preparation for injection, which is
dissolved before use.

310 RS DEERTE
3101 REDEH

B AXOEBIH LT RN THIN, EXOEESHLUIREELESSFLETD. 2L, BROTHICH
SBARICBI2EERAEOTELOEZIHLITIIL &1 5.

O K] 2ObOOEHBREDEE

AmETRLEZLOETET D & &, OO(CH;0,)
99.0 ~ 101.0% % &s.

AAA, when dried, contains not less than 99.0% and not
more than 101.0% of BBB (C<HyN,O).

AWIEETH L&, AR L-mEMcxL, OO
(CxHyN.0) 99.0 ~ 101.0% % & .

AAA contains not less than 99.0% and not more than
101.0% of BBB (CzHyN.O), calculated on the dried
basis.

AWIEETH L&, AR LML, OO
(CxHyN,0) 99.0 ~ 101.0% % & #o.

AAA contains not less than 99.0% and not more than
101.0% of BBB (C<HyN.O), calculated on the anhydrous
basis.

T MEORMTIE, WHAZEW LD FROZBOEF G H L5, SRIIMLOTHICEDET, WHA

KO REmilT 5.
@ K] TDOLDODOFHEEME TRV

ATEET D L=, #E Llikmics L, OO
(CsHyN,O : 361.37) 99.0 ~ 101.0%% & .

AAA contains not less than99.0% and not more than
101.0% of BBB (C<HyN,O: 361.37), calculated on the
anhydrous basis.

LB FUAEmE

AMTERTEEE, BELAHAY 1 mg 4729
920 ~ 975 pgUf) = &de. 72721, AMHD M

AAA contains not less than 920 pg (potency) and not
more than 975 pg (potency) per mg, calculated on the
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280

281

282
283
284
285

286
287
288

289

290
291

292
293
294
295
296

1Z, OO(Cs2Hs3NO15 : 811.87) ¢ L THOEAH &
i) TR,

anhydrous basis. The potency of AAA is expressed as
mass (potency) of BBB (Cs2H53NO15: 811.87).

(BI] & ™7 BPEESRA (AHE)

ATEETDHEE, 1mL %729 05 ~ 1.5mg
DB NG HER, X3 1mg %4720 1.5
X 105 HALLL & &

AAA contains not less than 0.5 mg and not more than
1.5 mg of protein per mL, and not less than 1.5 X 105
units per mg of protein.

(Bl & ™7 EikES (BR)

ARnld ¥ 2> Curcuma longa Linné
(Zingiberaceae) DIRE X Z D EE X iFa N/ Ex
RV eb oz, W, BELLIZbDTHD.
ARSI LA BEmIcxt L, o rvr 20
A RONVTIY, TARNEYINT I VKRB A
FAREFIIILT )10 ~ 5.0%EETe.

AAA is the rhizome of Curcuma longa Linné
(Zingiberaceae) with or without cork layers, usually
with the application of blanching.

It contains not less than 1.0% and not more than 5.0%
of total curcuminoids (curcumin, demethoxycurcumin
and bisdemethoxycurcumin), calculated on the basis of
dried material.

ATERT 5 & &, #E U KO
L, OO(CHyN,O) & LT X. X%LL E&&ETe.

It contains not less than XX % of ZZ (CsHyN,O),
calculated on the basis of dried material.

3.102 HEDITHE

HoMXOEBESHLUIT IR THED, EXOEIHUBERLSSTAET D, 72720, BEORHICH
SHEIZBI2EEREDRTOESH LTI T 5.

(1]

AREBITERT D & &, RTAED 95.0 ~ 105.0%IZ
595 OO(C11H16N2O2 « HC1 : 244.72) % & .

AAA contain not less than 95.0% and not more than
105.0% of the labeled amount of BBB (C11H16N202.HCI:
244.72).

AIEET D &%, OO(C19H1405S : 354.38)
0.54 ~ 0.63 Wiv% & &,

AAA contains not less than 0.54 w/v% and not more
than 0.63 w/v% of BBB (C19H1405S: 354.38).

AMIEET D & X, BIEOIRIZIAE Liz/yE Tl
Liz=® 2470, o 7 RN A (Ce2HssO2 :
862.74) 3.5 mg LA LK QX7 U FL Y F R
(C42He2016 : 822.93)9 ~ 27Tmg (B> V' U 1gdD
WLF7), 18 ~ bamg (17 2 g DAL % &ie.

AAA Extract contains not less than 3.5 mg of sennoside
A (C42Hs3020: 862.74), and not less than 9 mg and not
more than 27 mg (for preparation prescribed 1 g of
Glycyrrhiza) or not less than 18 mg and not more than
54 mg (for preparation prescribed 2 g of Glycyrrhiza) of
glycyrrhizic acid (Cs2He2016° 822.93), per the extract
prepared as directed in the Method of preparation.

3103 HSOEEROREICETHERRZEFA T LFZHMAME S ORCEHE

[#1]
O EELERETTHE

(7740 K]

| Aminophylline Hydrate

@ eI E 2~ B A T, YR RICE O FREXTIXEOTEAH D D

L ¥ /L (Cs3H40N209)

reserpine (C3sH1oN20s)

K7 % 3 R (CisHasNOs « HCD D £ (mg)
=Ms X @/ Gs

Amount (mg) of dobutamine hydrochloride

(C18H23NO3.HCD) = Ms x @/ Gk

T REOTLEMTITFAXEDETHFROLOEH G B 503, 4%IIWEL LT D.
@ LI E 2~ 45 A T, YA RICE O FEITINEOFTLEA 2V E D

L /Lt (C33Ha0oN20s : 608.68)

| reserpine (C3sH1oN20s: 608.68)

3104 EERBEOTE
31041 % THETZES

PR ORF L IE 2 L

31042 BEXIIHETHET HEE
SRR OFFREFIEA L
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297
298

299

300

301

302

303
304

305
306

3105 HRLGEZTOTCEERLIEBEOERDREH

O HIEEEDORMH > THIR LD ZERT L HD

KLz wgL-b02EETH X, OO
(CxHy0,) 99.0 ~ 101.0% % & Ze.

AAA, when dried, contains not less than 99.0% and not
more than 101.0% of BBB (C<HyN,O).

© FBIEE ORI > TR T 55 D

AWTERT D &, BEL-@Emics L, O
O(CxHyN,0) 99.0 ~ 101.0% % & te.

AAA contains not less than 99.0% and not more than
101.0% of BBB (CzHyN.O), calculated on the dried
basis.

@ Ky OEAEIZHE > THRETHH D

ARTERT D & &, SR LA L, O
O(C:HyN;0) 99.0 ~ 101.0% % & ts.

AAA contains not less than 99.0% and not more than
101.0% of BBB (C<HyN,O), calculated on the anhydrous
basis.

@ WK OBEEEIRR 2175 b D

AEBITERT D & &, 5 U2 BiK & OWisE R v
B4 1mg 24720 970 ~ 1020 pg(H )z &de. 7=
72U, Aok, OO(CesHeNO11 + HCD &
L CoREZE &) TR

AAA contains not less than 970 ng (potency) and not
more than 1020 pg (potency) per mg, calculated on an-
hydrous and residual solvent-free basis.The potency of
AAA is expressed as mass (potency) of BBB
(C27H29NO11.HCD).

6 FRHEEENMERBR I X ) — 7 CEAMICHES N TS LD

AEBITERT D &, R LUIBARKEOB=E X )
—/¥) 1 mg %729 890 ng(IfLL L& Ete. 7272
L, Ao, OO(C20H20N607Ss : 584.67)
ELCoOBZEECIR) TR,

AAA contains not less than 890 g (potency) per mg,
calculated on anhydrous and residual ethanol-free ba-
sis.The potency of AAA is expressed as mass (potency)
of BBB (C20H20N607S4: 584.67).

3.106 ZFDih
PR A O F IR L.

311 Wik
[f51]

ik AKX TO0O) 22V, gERloREIC L YR
T 5.

Method of preparation Prepare as directed
under Tablets, with AAA.

ik AKX TOO) 229, vy 7HIORLEIZ | Method of preparation Prepare as directed

LT 5. under Syrups, with AAA.

k. R TOO0) &0, EHAIORIEICLY | Method of preparation Prepare as directed

5. under Injections, with AAA.

®yk KRE TOO) # &0, JERAORIEIZ LD | Method of preparation Prepare as directed

w95, under Granules, with AAA.

gk KN TOO) &0, A7 KOREEIZ | Method of preparation  Prepare as directed

FV#F 5. under Capsules, with AAA.

®k KR TOO) &0, wAIOREIZX Y HEL | Method of preparation Prepare as directed

T 5. under Liquids and Solutions for Cutaneous
Application with AAA.

gk KN TO0O) &0, EAIORIEIZLY | Method of preparation Prepare as directed

w95, under Ointments, with AAA.

Wk RKEIT TOO0) &0, m—ra U HlOMYE | Method of preparation Prepare as directed

Wk 045, under Lotions, with AAA.
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307

308
309

310

311
312

313
314

315
316

317
318

319
320
321
322
323
324
325
326
327
328
329
330
331
332
333
334
335
336

312 R

3121 MROFTE
31211 MROBHEER

i e crystals A PE OB crystalline powder
[ES powder B masses
hi grains i3 liquid
THAR DR oily liquid T Lo VDR mobile liquid
B 72#E | clear liquid HHVED B DK, FEMEDHE | viscous liquid
KUK gas
fem, BR, B2 EEIAROFAIEELE LT occur(s) as ... &, WAOEEITis ... 2D,
AIIEEADOR O KR TH 5. AAA occurs as a white crystalline powder.
AIFEBHRE TH 5. AAA is a clear liquid.
RN RBDOLNDS. | © TR I, WROMEKROTEHEH IS GEICIIERLEFAL L, £
NUADOEEIIT Tt LT 5.
ARITEADOEREOHM K TH D. AAA occurs as a white crystalline powder.
ARFITAKICROREITRT <, =& 7 —/1(99.5)IC | It is soluble in water, and slightly soluble in ethanol
AR (99.5).
AFLOKER(1—100)1FHE 2 R & 72, A solution of AAA (1 in 100) shows no optical rotation.
A FEMEELRDOOND. AAA shows crystal polymorphism.
ABITEADOERMEOH K TH D. AAA occurs as a white crystalline powder.
AFITIAKICROREITRT L, =& 7 —/1(99.5)IC | It is soluble in water, and slightly soluble in ethanol
EFIZ< . (99.5).
AiblFFmEENRD LN D. It shows crystal polymorphism.
31212 (R EHZFTHIEXRRODEDRHE
R ORFLFHEA L.
3122 IZBLVRUBROEH
R ORFLFHEA L.
3123 &

B FELTIIADIEIL to ZHVWTRELT 2.

AT B O~ A OFE S STRERMED¥ KT | AAA occurs as a white to pale yellow-white, crystal or
bHb. crystalline powder.

At TRFE O~ B AOBHRIROBE TH 5. AAA is a light yellow to yellow, clear oily liquid.

31231 HHABOEXS

BHADERLT, Rt ‘red’, HFRE “yellowred’, #Ff “yellow”, #ikfa “yellow-green”, #kfh
“ereen”, HRkfL “blue-green”, H “blue”, HIRth “blue-purple”’, {4 “purple”, JREEf: “red-purple”
ET%. F0IED, B ‘brown”, L “orange”, FLf, A “yellow-white”7e E &2 HWTH LW, 1
AR, ST, THNEREOEAE LOICE Y FIRTEREE, KA LTHOW .

W OBEOTLEH TIHEOAIZIE yellowish Z W= RENLHEMEH SN TWBER, SHBITAEERRRY
yellow-Z 5.
31232 EEEBOERS

L AOFERL Y, B “white” (L&A E A “practically white”Z&Te) , BB WK “light gray”,
JRf “gray”’, BFVWJKE “dark gray”’, HBf4 “black”: 1 5.
31233 HAHEBOHERUEE

ol ARAOREROCEEICEAT 2EATNL, <y, @y, K, iy CUIEE) , Z<IEY, 27k
(i) e lEMAWD. B BV, ¥ GEY) , i (DY) 2o TH IV, IREOIERFIZR, ¥, WMolE:
T 5.

B B L LT, Z< UV very pale, i\ pale, X grayish, BV (EHF) dark, Z < BV very dark,
S % 7o vivid, fif clear, ¥ (JR\)) deep, ¥ light, % pale, %7 slight &3 %.

CEAICET DA, HR (RZA0) “reddish”, ## (A D) “yellowish”?, #ifk (kA7) “greenish”,
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337
338
339
340
341

342
343

344
345
346
347
348
349
350
351
352
353

354
355
356
357
358
359
360
361
362
363
364

365
366
367
368
369

370
371
372
373
374

#HE (HHO) “bluish”, ##E (¥AD) “purplish”% A 5.
[(B]] #HHFERE (FAHO%E) : bluish purple
HEHAG (HEHROAM) ;o yellowish white
31234 RBICEHT S
MEAEI OW : clear, colorless liquid

3.124 R
31241 #R REMEOHERTHBE

i i crystals

WE powder

AR DA crystalline powder
3125 (=L

31251 I2BLORH

WZBWE, RO LK RFREHOTRET 5.

7 2 B “amine-like odor”, HIIER “irritative odor”, 722V “characteristic odor”, RR7RITE
VN “unpleasant odor”, A% “aromatic odor”, OO#DIZI\ “AAA-like odor”

[Bl] [z MEZ2w. @ Tt is odorless.
31252 IZHLVOEFOEE
IZBWOIEFHE, RO KD BRERRZHNTEREKT S,
focoBR, RV, 59, 53V, fE
B H%&E LT, 3RV strong, 990> slight, 2> faint &9 5.
3.12.6 Bk
3.126.1 BROFEHE

BRIE, RO KD REFHEZMOTR#T S,

HUY “sweet”, 2 <V “pungent”, HiBk “saline taste”, F\» “hot”, FERE “acidic”, ¥iF\> “salty”, &%
< K97 “burning”, BV “astringent”, T\ “bitter”, TR “bitter taste”, VA “warm sensation”,
% “cold sensation”, 4B “metallic”

3.126.2 BROMIBORLE
BROFRFHIIR D &L 9 72 RKBLE2 AW CREHET 5.
focoBR, RV, 59, B3V, fE
B B LT, M T very, 3L strong, fENIC (9X°) slightly &3 5%.

[51/]
WRIZE T H . It has a slightly sweet taste.
VT 6D THED, It has a very bitter taste.
TRV R H D. It has a strong acid taste.
3127 BfEtE
31271 BREOEEIERF
HARAORFLFHER L.
31272 BREMERET LHBHE
51
AR IIAEEE XL 7 =7 IRIET 5. It dissolves in dilute hydrochloric acid and in ammonia

TS.

31273 [BRISHEMTSHI R NEMT 51 OERK
3G NIRRT 2 “dissolve” S IZEBIICIEITD Z L 2B L, B9 2 “miscible” & iE, LEOEIE
TEAIGRS VA I Z L2 EWT 5.
31274 BREMORBRAZRUABEEZTTABOTE
B PRI BT D R
Fi 6D CHRITR9 VY very soluble

RS R freely soluble
A AR soluble

LB T IZ W sparingly soluble
HFIZ<» slightly soluble
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375

376
377

378
379

380
381

382
383
384
385
386
387
388

389
390

391
392

393

394
395

396
397

398
399
400
401
402
403

RO TEIFIZ < W
T & A ERT 2N

very slightly soluble

practically insoluble

(i)

KENIAZ ) —), =& ) —L(95) Ty =
FIT—T NIRRT <, KiZiTig s
A ETET R,

It is sparingly soluble in methanol, in ethanol (95) and
in diethyl ether, and practically insoluble in water.

31275 HRADHRECIEDOHBGEEEHSBEOBRBIEORE
FRADFFRLFIHZ L.

3.12.8 &%

FRADFFRLFIH L.

&na MR R UMER AR

KL o TRZIZHET 5. It is gradually decomposed by light.

IR Thx ICHT 5.
THFEMET, LRI AR,
#1105 CTHEMNTHIE LIED 5.

O

It slowly volatilizes at room temperature.

It is volatile and inflammable.
It begins to sublime slightly at about 105°C.

O

UHU o

put

[a]

$ul

AETSEIC > THEOTS. It is gradually colored by light.

KT HIZ L > T2 2B LR 5. It is gradually colored to brown by light.
A TR TH 5. It is hygroscopic.

AITERIC X - T 5. It deliquesces in moist air.

A ITEETH 5. It is deliquescent.

ATz TR 5. It effloresces in dry air.

Al

Al

ENEIES

3.1210 MROBEOTREE

3.12.10.1 HRIZH T B REEDRL

HERH OFFREFIEA L.

312102 HRIZH TS REEDEE

TR O R L IR L

312103 FAHFRFZHTHNMAMZERILL (SEIHLE) BEDOEKL
[f51]

AKEDRAEZ ) —IRIEA—= 40T e 2 R & 72
V.

A solution of AAA in methanol (1 in 40) shows no
optical rotation.

Adh 32 R S 720,

It shows no optical rotation.

3.12.10.4 #SERRICHFZEMEOEENHSHEEDHRSLEDHRL

TR ORFREFEZR L.

3.13 &£XDOMR
PR ORFREF R L.

3.14 FEERB
3.14.1 HEFEHREBROBE
SR A ORI FIE R L
3.142 mHEESABROSEIL
SR A ORI FIE A L
3.143 WEFERERE LTRETI2HEBE
SR A ORI IE R L
31431 RARRY ML
BEER H OHFRREE R L
3.14.3.2 {EEERS
BEER H OHFRREE R L
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404
405
406
407

408
409
410
411
412
413
414

415
416

417

31433 YO rT574—
FEER A OFFRREE L.

3.1434 HEZEMAERITEMZENE E
SR ORFEEE R L.

3.144 FHERHBROTHOIERF

HRRBROTHOIEFIL, 26K “color reaction”, LB Kt “precipitation”, 4> fi# /< i
“decomposition”, FHE(A “derivatization”, WL A7 kL “absorption spectrum” (484} “ultraviolet”, 7
tH “visible”, Jr%h“infrared”) , BEREKIEIE A7 R/ “nuclear magnetic resonance spectrum”, 7 2= h
7'Z 7 4 — “chromatography”, #iik)& “specific reaction”, B A4 “cation”, [&1 4> “anion”®DJE &
T5. O LIERBRICROKIEEIT O OIS E T 5.

o HAGERRE R CNERF & 9%

3.145 —BHABREOEMRIGEZAWVSIEEOEE
[f51]

A OKFERA—=101TF b U 7 L0 EMEG
(.09 =27 5.

A solution of AAA (1 in 10) responds to Qualitative
Tests <1.09> for sodium salt.

A OKFERA—=101T ) VERE O EMRS (1.09)
OV EZET 5.

A solution of AAA (1 in 10) responds to Qualitative
Tests <1.09> (1) and (3) for phosphate.

(] Sfa, thB, WY, HAORA, YL Lo

(.. 32&%, ) BIFAEZETD.

a red color develops.

(.. 32, ) BMIEATHS.

no color develops.

(.. 35L&, ) HEOUERZELS.

a white precipitate is formed.

(.. 2L, ) KODTAEZREETD.

a purple gas is evolved.

A M 10 mg A HEREE 1 mL K OVK 4 mLAICEE~ L,
WU AR SHEMA S L&, &
WOBITEBIZEZS.

i

Dissolve 10 mg of AAA in 1 mL of dilute hydrochloric
acid and 4 mL of water, and add 3 drops of potassium
permanganate TS: the color of the solution is
discharged immediately.

A 0.1 g 12/K 10 mL Z40%, 80°CIZIME L T
ML, WHLIZRITE O EMERIS) (1.09 %
£95.

To 0.1 g of AAA add 10 mL of water, dissolve by
warming at 80°C, and cool: the solution responds to
Qualitative Tests <71.09> (2) for chloride.

OO ZEM T 2.

Proceed as directed in the Identification (1) under AAA.

Al g a2 OIFICEY, RILTD. Witk
£ 0.5 mL Z Nz, R L TR{ELT-t, 7%
%% /K 10 mL IZEN LEIRIZ T MY v Ao
MRS (1.09 22T 5.

Place 1 g of AAA in a porcelain crucible, and carbonize.
After cooling, add 0.5 mL of nitric acid, heat gradually
to incinerate, and dissolve the residue in 10 mL of
water: the solution responds to Qualitative Tests
<1.09> for sodium salt.

Afh30mg &V, /K20mL ZWINEKE L, M
7T A apRBErE (1.06) (X 0 EBEL THB-HMIRIT
MEEH O EVERIEQ) (1.09 22T 5.

Proceed as directed under Oxygen Flask Combustion
Method <1.06> with 30 mg of AAA, using 20 mL of
water as the absorbing liquid, and prepare the test
solution: the test solution responds to Qualitative Tests
<1.09> (1) for sulfate.

AREIZOE, REASRAERQ) (Log) #1795 L &,
ez 2D,

Perform the test with AAA as directed under Flame
Coloration Test <1.04> (2): a green color appears.

AN OKEK (12000137 A2 2L, BEGO%
HEFTD.

A solution of AAA (1 in 2000) shows a red color and a
yellow-green fluorescence.

A5 10 mg Z iR 2 mLIZIE L, EGE5 L X,
RITEEEZREL, HEOENEHKTD.

Dissolve 10 mg of AAA in 2 mL of sulfuric acid, and
heat: the solution shows a yellow color and a green
fluorescence.

A5 10 mg Z e 3 mL IS L, SRR E:
365 nm) & KT 5 L &, IKEAOEEERKT
%

Dissolve 10 mg of AAA in 3 mL of sulfuric acid, and
observe under ultraviolet light (main wavelength: 365
nm): the solution shows a grayish blue fluorescence.

AL DK (1—100) 51 mL 12T A % v Rk

To 51 mL of a solution of AAA (1 in 100) add 1 mL of
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1mL &A% EE, BREDEEREZELD.

Reinecke salt T'S: a light red precipitate is formed.

A B0 mglZHifE2 mLEMZ 5 & &, EHHICER
BOWREELEL, BETDHEE, FBEicib
. ZHCEBELTCKZmLAEMZS L&, GO
I EDDLN, BFRIFEL L 7.

To 50 mg of AAA add 2 mL of sulfuric acid: an
orange-red precipitate is produced immediately, and its
color changes to red-brown on standing. Add carefully 2
mL of water to this solution: the intensity of the color
changes, but the color tone does not change.

DD Y % 105°CT 2 BT 5 L &, 20
B (260 1170 ~ 1T4ACHIDTH 2.

Dry the residue obtained in (1) at 105°C for 2 hours:
the residue melts <2.60>between 170°C and 174°C
(with decomposition).

A 0.2 g lITRDIROHiES 0.5 g K O 7- 1R (1—2)
S5mL #Nx 5 & &, FAET DT AL LR
(IDHE BET 2.

To 0.2 g of AAA add 0.5 g of granulated zinc and 5 mL
of diluted hydrochloric acid (1 in 2): the gas evolved
darkens moistened lead (II) acetate paper.

(2)DFEHAW 5 mL IZHEA K 0.5 g M2 THR Y IR
DL E, WMOBITHAD. ZOWK 1A A/ E
T L, £2OFSRBICT & =7k 1M &2
TI5eE, MEOEMBIEIFTAELZETD.

To 5 mL of the sample solution obtained in (2) add 0.5
g of zinc dust, and shake: the solution is decolorized.
Place 1 drop of this solution on a filter paper, and apply
1 drop of ammonia TS adjacent of it: a blue color is
produced at the zone of contact of the both solutions.

At 20 mg ([ZFHEEE 2 mL 2002 T 10 4y &0
L, %, K8mLZMA-iKIISERE—T I
DEMRIG (1.09 2T 5.

To 20 mg of AAA add 2 mL of dilute hydrochloric acid,
boil for 10 minutes, cool, and add 8 mL of water: this
solution responds to Qualitative Tests <1.09> for
primary aromatic amines.

AR ity D BAFIK I AL D EMESOG () (1.09) %
£795%.

A saturated solution of AAA responds to Qualitative
Tests <1.09> (2) for chloride.

A 10mg & &0, #D7-5RiEER{LKkFEK(Q-5)
10 mL #WIiE & L, Bk 7 7 A afkiElk (106
WX VEEL, MRERARNT S, EEO A DL
WO BEOKEAN, BELTCEED, AX ) —
V15 mL T C, B K&KONA ONEEZFEVVIAA,
THIERERBRIR E T2, RBK 156 mL 12, 76
1% 0.5 mL % X 7= RI3HEAL ) O EHERR(2)

(1.09 #2335, Tz, E ORBREIIAREEE O
EMEGRA) (1.09 2T 5.

- -
— —

Prepare the test solution with 10 mg of AAA as
directed under Oxygen Flask Combustion Method
<1.06>, using 10 mL of diluted strong hydrogen
peroxide (30) (1 in 5) as the absorbing liquid. Apply a
small amount of water to the upper part of the
Apparatus A, pull out C carefully, wash C, B and the
inner side of A with 15 mL of methanol, and use the
obtained solution as the test solution. Add 0.5 mL of
dilute nitric acid to 15 mL of the test solution: this
solution responds to Qualitative Tests <1.09> (2) for
chloride. The remaining test solution responds to
Qualitative Tests <1.09> (1) for sulfate.

AKimzmAL L, TOOJ 0.3glixhihdTsrE% &
v, iR, AHEEE 1 mL & OVK 10 mL
iz, Y=F)xz—7/L100 mL T1[H, &IZ
25 mL 2> T4 EHIHT 5. 2v=Fro—TF 1
Mgz aby, kgLt cyzFro—T L %28
FEL, BEWE 105°C T 2RI 5. HEmIC
2%, 00 OMRRREZHEMNTS.

Weigh a portion of powdered AAA, equivalent to about
0.3 g of BBB, transfer to a separator, and add 1 mL of
dilute hydrochloric acid and 10 mL of water. Extract
with 100 mL of diethyl ether, then with four 25-mL
potions of diethyl ether. Combine the extracts,
evaporate the diethyl ether in a water bath, and dry
the residue at 105°C for 2 hours. Proceed with the
residue as directed in the Identification under BBB.

3.146 ESNBRURRRINARY MUIZ & BHEERER

A Eh DO KIER(1—200000012 > &, R4 ARG E
WEE (224 ITEDPINART MLVZREL, A
DAY NV ERFOBZIBARYT NV & g3
HLx, MEZFEOALY MUVER—EEDE Z A
[EIE DFRE DRI 2388 5 .

Determine the absorption spectrum of a solution of
AAA (1 in 200,000) as directed under
Ultraviolet-visible Spectrophotometry <2.24>, and
compare the spectrum with the Reference Spectrum:
both spectra exhibit similar intensities of absorption at
the same wavelengths.

AID A X ) — NARIE(1—20000012D %, 2R400]

Determine the absorption spectrum of a solution of
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420

WISEEERIERE (224 ([ZX DRI RS kL ZH|
TL, REDART MLV ERFEDBRAT F L
SUFOOEHER I YW TRERICERFEL CTE LN
AT MVERT D L&, EOANT MU
Fl— RO E ZAIZFRBEOEEOWINEZRBD 5.

AAA in methanol (1 in 200,000) as directed under
Ultraviolet-visible Spectrophotometry <2.24>, and
compare the spectrum with the Reference Spectrum or
the spectrum of a solution of AAA RS prepared in the
same manner as the sample solution: both spectra
exhibit similar intensities of absorption at the same
wavelengths.

ARERD A H ) —VIRE(1—5000012 2> %, R4 A]
RSEERITEE (224 12X ORI A L2 b L &#]
ETDHEE, WE 217 ~ 221 nm K273 ~
277 nm [ZRIR DMK ZR L, R 241 ~ 245
nm (2RI OR8N Z R,

Determine the absorption spectrum of a solution of
AAA in methanol (1 in 50,000) as directed under
Ultraviolet-visible Spectrophotometry<2.24>: it exhibits
maxima between 217 nm and 221 nm, and between 273
nm and 277 nm, and a minimum between 241 nm and
245 nm.

ERVETERBHAIRIC DX, 850 T B
B (2249 ([ZX VWA MV ERIET D &
X, R 248 ~ 252 nm TRV OB K & 7.

Determine the absorption spectrum of the sample
solution obtained in the Assay as directed under
Ultraviolet-visible Spectrophotometry <2.24>: it
exhibits a maximum between 248 nm and 252 nm.

Ao TOO) 0.3g ICHIST HEEkE LD, K
60mL Z Nz, MR LN OREIEDL. mik,
WEOSEEL, ¥ 3mL /K%M % T 500 mL &
L7ERIC D&, ANV RIEE (229 12X
DIRINARY MVERET S & X, R 247 ~
251 nm %Y 302 ~ 306 nm (ZWIN DR Z 7.
F72, FNETNOWIRERK O EIZRBT BWEE
AL AELTHEE, A/ A1, 132.30 ~ 2.55
Thb.

To a quantity of AAA Tablets, equivalent to 0.3 g of
BBB, add 60 mL of water, and disintegrate by
warming. After cooling, centrifuge, and to 3 mL of
supernatant liquid add water to make 500 mL.
Determine the absorption spectrum of this solution as
directed under Ultraviolet-visible Spectrophotometry
<2.24>: it exhibits maxima between 247 nm and 251
nm, and between 302 nm and 306 nm. Separately,
determine both maximal absorbances, A: and Az, of the
solution, the ratio A2/A4: is between 2.30 and 2.55.

Ao TOO) 50 mg IZxHNT 2 8% &V, FKEE
{bF b U v AR 25 mL 2z TR D IRE, A
T4, gD AR 10 mL 5%, RO AHE 3 mL
L0, KBS MY v AR AN Z T 20 mL
ELTiRICD &, EAVATHIROLERIEE (229 1
FORIRAY MV ERIET D & X, HE 269 ~
273 nm KN 278 ~ 282 nm (2RI DORK & 7R
7.

To a quantity of AAA Granules, equivalent to 50 mg of
BBB, add 25 mL of dilute sodium hydroxide TS, shake,
and filter. Discard the first 10 mL of the filtrate, and to
3 mL of the subsequent filtrate add dilute sodium
hydroxide TS to make 20 mL. Determine the
absorption spectrum of this solution as directed under
Ultraviolet-visible Spectrophotometry <2.24>! it
exhibits maxima between 269 nm and 273 nm, and
between 278 nm and 282 nm.

AmzEHELEL, TOO) 4mgicxtsd bEE L
v, =& 7 —1(99.5) 150 mL ZI1 %, 15 %5REIiE#E
GBI U7 t, =% /) —n(99.5)% 1% T 200
mL &35, ZoOEEELDBEL, EEERELE
0.7um L TDH T Ay — VEIAKTAHIBT 5. )
HD AW 10 mL ZERE, WOAMKIZOX, SRHAT
WO RIERE (224 12X VIRIL A7 KL 2|
ETHEX, E 253 ~ 257 nm K339 ~
346 nm (ZWUL DORRK % 77,

Powder AAA Tablets. Weigh a portion of the powder,
equivalent to 4 mg of BBB, add 150 mL of ethanol
(99.5), sonicate for 15 minutes, then add ethanol (99.5)
to make 200 mL. Centrifuge this solution, filter the
supernatant liquid through a glass wool filter with a
pore size not exceeding 0.7 pm. Discard the first 10 mL
of the filtrate, and use the subsequent filtrate as the
sample solution. Determine the absorption spectrum of
the sample solution as directed under
Ultraviolet-visible Spectrophotometry <2.24>! it
exhibits maxima between 253 nm and 257 nm and
between 339 nm and 346 nm.

KRB E A HIET DHE OB EIRAMIZIL, treat with ultrasonic waves DEH G EET 5.

3147 FHBNARY FILIZ &k ZHEERR

| RO E, AW AY MVRENE (225 © | Determine the infrared absorption spectrum of AAA as
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BAL D U v AEEANEIC L 0 RBR 21TV, RSO A
N7 MV ERBDOSBRANRT ML XITOORE#E G
DAY MIVERET D L&, WHEDAYT FL
IR — D & Z AIZREROTERE ORI Z 7R

%

directed in the potassium bromide disk method under
Infrared Spectrophotometry <2.25>, and compare the
spectrum with the Reference Spectrum or the spectrum
of AAA RS: both spectra exhibit similar intensities of
absorption at the same wave numbers.

Ao L, BRI AT MVRIESE (2.25
DOEALT VU U LEEFIEIC X VRIET D & X, B
1741 cm1, 1678 cml, 1252 cm! 2 TX 1025 cm™!
IR ZFRD 5.

Determine the infrared absorption spectrum of AAA,
previously dried, as directed in the potassium bromide
disk method under Infrared Spectrophotometry <2.25>:
it exhibits absorptions at the wave numbers of about
1741 cm, 1678 cm'!, 1252 ecm! and 1025 cm™.

BAL A U 7 LEEAIE “the potassium bromide disk method”
b U v A EEAIE “the potassium chloride disk method”

~—2 Rk “the paste method”

W “the liquid film method”

AIRYE “the solution method”

¥ “the film method”

SARREHNEE “the gas sampling method”
ATR 7% “the ATR method”

P HHE “the diffuse reflectance method”

(1] FE D RTLEE

bL, TNHDART PIEZRD D EEE, K
i M COORRHER & Z KIS LT, K&
ARREL, REWME ) DTN BR L L 24 KR
WIEFEE LT b DIZHE, FRRORBRZITS .

If any difference appears between the spectra, dissolve
the sample and the AAA RS separately in water,
evaporate water, dry the residues in vacuum for 24
hours using silica gel as a desiccant, and perform the
test using these residues.

3.148 BBESHIBARY MILIZL BFERRE

A DRERER I 227 Vil E F K VAR
(11022 %, BRI ALY MLVREER 38—k
DAFNLYNLTa/N 2RV EET N U AR
WERILYERE & L ORI A~ R OVRIE T
(22D 2k HZRET S E X, §1.2 ppm i
WCZEBROT T FVAE, §6.8 K16 7.3 ppm fit
EIZENER—XIO B\ RO 7 F LB EROIC %
R, &7 FIOVORFERELA : B: CIXIEIE3:
2:2TCh5.

Determine the 'H spectrum of a solution of AAA in
heavy water for nuclear magnetic resonance
spectroscopy (1 in 10) as directed under Nuclear
Magnetic Resonance Spectroscopy <2.271>, using sodium
3-trimethylsilylpropanesulfonate for nuclear magnetic
resonance spectroscopy as an internal reference
compound: it exhibits a triplet signal A at around 6 1.2
ppm, and doublet signals, B and C, at around 6 6.8
ppm and at around 6 7.3 ppm. The ratio of integrated
intensity of these signals, A:B:C, is about 3:2:2.

—HE#T 7 )V “singlet signal”
“HEfRT 7 )L “doublet signal”
—HMT 7TV “triplet signal”

3149 40O MIS 74—k BHERRR

AiwEzED, TOOJ53mg HU7=v Kk 1mL 2Nz,
50 MM L <RV IEE=%, OO 53mg %479
A% = 6mL &Mz, 10 5 L<IEY BE
5. ZOWRIZ 1 mL Fiz TOO) % 5.8 mg 5T
MRERDEIITAZ ) —LEINZ, WONEETS.
FBEEAR 045 um LTDOA T Z 7 4 L H
—TABL, #DDOAE3mL U LEERE, kOA
WaEREHRKR ET 5. BICEEHAOOS3 mg =&
0, A% =)/ KIEHKO : 1) 10 mL I L,
BEHRERET 5. IRHOEIC-E, HE 7 e~k
777 40— (203 \TX0EEREITH. FEHRIE MK

To AAA Tablets add 1 mL of water for every 53 mg of
BBB, shake vigorously for 5 minutes, add 6 mL of
methanol for every 53 mg of BBB, and shake vigorously
for 10 minutes. To this solution add methanol so that
each mL contains about 5.3 mg of BBB, and centrifuge.
Filter the supernatant liquid through a membrane fil-
ter with a pore size not exceeding 0.45 pm. Discard not
less than 3 mL of the first filtrate, and use the subse-
quent filtrate as the sample solution. Separately, dis-
solve 53 mg of CCC for assay in 10 mL of a mixture of
methanol and water (9:1), and use this solution as the
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OEMERR 2uL T o2 @ s/ a~ 77 —H
YU BN ERWCTIHR L2 ERBRICAR Y b
L. WIZ1—=FaR ) —v /KRS 1) % BERIR
Bl UCHI 10 em BB L7-t%, % AL L,

130°C T 15 MBS 5. %k, =~ RU v -
TH )= VR EYSEICEEL, A%, 130°CT
10 AT % & &, BRI DB ERAR v
kR OREHEYRIR D> A7 AR v MIFRKRAEZ 2

L, ZN5HD RefElXZE L.

standard solution. Perform the test with these solu-
tions as directed under Thin-layer Chromatography
<2.03>. Spot 2 uL each of the sample solution and
standard solution on a plate of silica gel for thin-layer
chromatography. Develop the plate with a mixture of
1-propanol and water (8:1) to a distance of about 10 cm,
and air-dry the plate. Heat the plate at 130°C for 15
minutes. After cooling, spray evenly ninhydrin-butanol
TS on the plate, and after air-drying heat at 130°C for
10 minutes: the principal spot obtained from the sam-
ple solution and the spot from the standard solution
show a red-purple color and the same FAf value.

AmzmRE L, TOO) 01gitksddE%E &
0, VxFNT I UEKA—-10) 5mL #M %, X
<IRVIBY, A%/ —/5mL M=%, mi5
BEL, EdmERENARE TS, BlicO00.1g %
VT FAT I UEIKR(1—10) 5 mL IZENL, AKX
J—NbmL &Mz, EERKE TS, ZhbDik
WZo&, HEsn~ N7 70— (209 LR
BRAAT D . FOBHAR R OMEERRIR 2.5 pL 3" 0% i
oo~ 7T 7 4—HY U B NELFIANY)E
FAWTHBE LZEBIRICAR Y 5. kiz2—7
)T E=TKE8),2—A XL ) —
JVIRIRB - 1: DEBEESE LT 10em ERA L
1%, BERERET 5. ZHhICENMEERE 254
nm) % RET 5 &=, BN K OEAERR D D15
T-EARY O BAEIZE L.

To a quantity of powdered AAA Tablets, equivalent to
0.1 g of BBB, add 5 mL of a solution of diethylamine (1
in 10), shake thoroughly, add 5 mL of methanol, cen-
trifuge, and use the supernatant liquid as the sample
solution. Separately, dissolve 0.1 g of CCC in 5 mL of a
solution of diethylamine (1 in 10), add 5 mL of metha-
nol, and use this solution as the standard solution.
Perform the test with these solutions as directed under
Thin-layer Chromatography <2.03>. Spot 2.5 puL each of
the sample solution and standard solution on a plate of
silica gel with fluorescent indicator for thin-layer
chromatography. Develop the plate with a mixture of
2-butanone, ammonia solution (28) and
2-methoxyethanol (3:1:1) to a distance of about 10 cm,
and air-dry the plate. Examine under ultraviolet light
(main wavelength: 254 nm): the principal spots ob-
tained from the sample solution and standard solution
show the same Rf value.

At TOOJ 10 mgUMICHIST 2R EE & D,
AKEMzT5mL & L, fEHAKET5. IcOO
AR 10 mgUMIZRHET 2 &% &0, /K 5mL
BN L, EEERE TS, ZhbDiRIcH, ##
Brua~ b7 7 40— (209 \ZLVRBREITS.
ABHATR M IR BRI b pL o2 g 7 n~ 7
F7 4 =Ry U AN EROCHRE L 7RI
ARy bTH. RICZaaRLL 2 REICT VE=
TKEY) 1IBEKR DAY ) — V1 RKEEZMNMZTIEY
BY, TREZEBGBE L LTK 15 cm B L7,
HRENAE I T 5. 22 02% =t KU K
fafn 1— 7% 7 —ViRkiR & HEIZEFE L, 1000C T H
MBS 5 & &, BBRAR ) B 572 SEO AR
v M, BERENGBZFNZENDAR Y b &M
N ReAEAE LV,

To a volume of AAA Ophthalmic Solution, equivalent to
10 mg (potency) of BBB, add water to make 5 mL, and
use this solution as the sample solution. Separately,
dissolve an amount of CCC RS, equivalent to 10 mg
(potency), in 5 mL of water, and use this solution as the
standard solution. Perform the test with these solu-
tions as directed under Thin-layer Chromatography
<2.03>. Spot 5 uL each of the sample solution and
standard solution on a plate of silica gel for thin-layer
chromatography. Develop the plate with the lower lay-
er of a mixture of chloroform, ammonia solution (28)
and methanol (2:1:1) to a distance of about 15 cm, and
air-dry the plate. Spray evenly 0.2% ninhydrin-water
saturated 1-butanol TS on the plate, and heat the plate
at 100°C for 5 minutes: three principal spots obtained
from the sample solution are the same with the corre-
sponding spots from the standard solution in color tone
and the Rf value, respectively.

TerBitBR & Bk T UBHA IR K OME YEAI 30
pLiZo%, ROFEHTREZ v~ T T 7 4 —

(20D WX VRBREITD & &, FRBNAR R OMEYE
BROEE— 7 ORFRRIFE LWV, £, Zhb

Identification Perform the test with 30 mL each of the
sample solution and standard solution, both are ob-
tained in the Assay, as directed under Liquid Chroma-
tography <2.01> according to the following conditions:
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DE—7 DWILALT MVIFFE—EED & Z AT
[FIAE DFREE DI 23880 5.
AR

H T N, J1T NEEE, BB L O EILE &
ORBREGEZHEHTD.

Bitgs : 74 FEA 4 — R7 LA e @E
R 266 nm, A7 hVRIERP : 210
~ 400 nm)

VAT KA

VAT LAOMREIXERIEO VAT LA TR

YRI5,

the retention time of the principal peaks obtained from
the sample solution and the standard solution is the
same, and both adsorption spectra of these peaks ex-
hibit similar intensities of absorption at the same
wavelengths.

Operating conditions—

Column, column temperature, mobile phase, and
flow rate: Proceed as directed in the operating condi-
tions in the Assay.

Detector: A photodiode array detector (wavelength:
265 nm; spectrum range of measurement: 210 — 400
nm).

System suitability—

System performance: Proceed as directed in the sys-

tem suitability in the Assay.

3.14.10 BOZmEDOF A+ 2 OREZRHBR
HERFH OFFREHIEA L.

31411 HRTHIYEOLIRORLR
HERFH OFFREHIEA L.

3.15 sRi%EfE
3.151 RHEED

ﬁi!ll

E

73— L “alcohol number”, WYFE “absorbance”, #E[E s “congealing point”, JEITH “refractive
index”, #%/TLL “osmotic pressure ratio”, FEYCE “optical rotation”, k7 I /B “constituent amino
acids”, i “viscosity”, pH, /& &L “content ratio of the active principle”, FhE “specific gravity”,
WAL “boiling point”, FlAL “melting point”, &Ml “acid value”, JAA bl “saponification value”, T A7
JUE “ester value”, /KE&ZAM “hydroxyl value”, = U FHEAli “lodide value”7e & D H 6, #WEOHEILE L T
LDUENRDHD SO, ECE, B XS RERLAE A, RETD.

3.15.1.1 HADFHEE

2% “Osmotic pressure ratio”

RBHEH (247 0.8 ~ 1.2 (HIANICEET H1E
LIRILY)

Osmotic pressure ratio<2.47> 0.8 — 1.2 (for the
preparation intended for intramuscular use).

BEEE (247 OO0 1.0 g ik d D' ATE
HAK 10 mL B LTZIROEBIERTE 1.0 ~
1.2 Th5bB.

Osmotic pressure ratio <2.47> The osmotic pressure
ratio of a solution prepared by dissolving an amount of
AAA for Injection, equivalent to 1.0 g of BBB, in 10 mL
of water for injection is 1.0 to 1.2.

3.15.1.2 [#] ZAa—ILEORE
7L a— v “Alcohol number”

| 7 a—d (o 0.8 ~ 1.2 GF 1.

| Alcohol number <7.07> 0.8 — 1.2 (Method 1).

3152 WREEDIRH
5t “Absorbance”

WCEE (224 Eh (249 nm) : 257 ~ 271 (40
%, 2mg, =% /—,1(95), 100 mL).

Absorbance <2.2#> E\., (249 nm): 257 — 271 (after
drying, 2 mg, ethanol(95), 100 mL).

WYEEE (2240 Ehe (270 nm) : 310 ~ 340 (Bisk
WIZHE L= 6 ® 50 mg, 7K, 1000 mL).

Absorbance <2.24> Ei, (270 nm): 310 — 340 (50 mg
calculated on the anhydrous basis, water, 1000 mL).

3153 HEROREE
%EE . “Congealing point”

BEE L (242 14.5°CLLE.

Congealing point <2.42> Not less than 14.5°C.
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3154 BITEOREHE
JR TR Refractive index”

|

BT (245 oy : 1.485 ~ 1.491

| Refractive index <2.45> n%: 1.485 — 1.491

KPR OEO/RMEE & L TREERT D56

|

A E <RI T 5. | It is highly refractive.

3.155 MEXEDTE
FEYEE “Optical rotation”

FEeE (249 [0l : —26.0 ~ —29.0° (## | Optical rotation <249 [al%: —26.0 — — 29.0° (after

%, 1.5g, /K, 25 mL, 100 mm).

drying, 1.5 g, water, 25 mL, 100 mm).

e (249  [o]?: +265 ~ +295° (Bi/Ak# | Optical rotation <249 [dl 3: + 265 — + 295° (0.5 g

IR L7 b0 0.5g, /K, 50 mL, 100 mm). calculated on the anhydrous basis, water, 50 mL, 100
mm).

FEEEE (249  [o]d: ¥—32° (WM Z#1% L  | Optical rotation <2.49> [al3): about — 32° (0.5 g

72b?05g, A% /—/, 100 mL, 100 mm). calculated on the dried basis, methanol, 100 mL, 100
mm).

SR OBEORMEME E U CGRRIT 2856

Ao Z ) —)(99.5)miK(1—-10ITHEXME A < | A solution of AAA in ethanol (99.5) (1 in 10) shows no

~YAAR optical rotation.

3156 HEOEH
FEHE “Viscosity”

FiE (253  37Tmm%S LI EGE 1%, 37.80). Viscosity <2.53> Not less than 37 mm?/S (Method 1,

37.8°C).

3.15.7 pH D#Ek

pH (2549 56 ~ 7.4 pH<252 56-74

pH (254 A 1.0g Z#H72ICH B L CTHAIL7: | pH <254 Dissolve 1.0 g of AAA in 10 mL of freshly
K10 mLZIEN LD pHIL 6.5 ~ 7.5 TH boiled and cooled water: the pH of this solution is
) between 6.5 and 7.5.

pH (252 AK&Ho TOOJ 0.25g (Jiffi) (Zxfit | pH <264 Dissolve an amount of AAA for Injection,
T5EEZ/KE5mLIZENLIZED pH 1% 7.3 ~ 8.3 | equivalent to 0.25 g (potency) of BBB, in 5 mL of water:
Thb. the pH of the solution is between 7.3 and 8.3.

KIPROIEO R L L TREET 256

RS DOKER(1—100)0 pH 1% 4.5 ~ 6.5 TH 5. | The pH of a solution of AAA (1 in 100) is between 4.5

and 6.5.

At 1.0 g 27K 100 mL (Z¥ED L7238 O pH 1359 2 | Dissolve 1.0 g of AAA in 100 mL of water: the solution

Thb. is about pH 2.

AR it DEIRIKIAHEIIRIETH B

A saturated solution of AAA is acidic.

KA - FRETE O pH OFGL

JP16-2 £ T

JP17 7> O ELH M

pH 7.0 ® 0.05 mol/L k | §ife = o~ TRBICRBML TU =,
U A KRR 0.05 mol/L Tris buffer solution ,pH 7.0,

RKEICHEINEZICTS.
0.05 mol/L Tris buffer solution (pH 7.0)

3158 HEORH
Lt ”Specific garavity”

Wl (256  ds: 1.076 L E.

Specific gravity <2.56> d50: not less than 1.076.

e (256  di: 0.905 ~ 0.915

Specific gravity <2.56> ds0: 0.905 — 0.915

3.159 BMRORE
W5 “Boiling point”

whiR (257 182°CLLF. Boiling point <2.57> Not more than 182°C.

3.15.10 BHARDEEE
Al “Melting point”
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S (2600 110 ~ 114°CHIERTE). Melting point <2.60> 110 — 114°C (after drying).

S (2600 50 ~ 75°C(EE 2 15). Melting Point <2.60> 50 — 75°C (Method 2).

Al (2600 K 169CUIfiE) Melting Point <2.6¢> about 169°C (with
decomposition).

3.15.11 BEEDRE
fefli “Acid value”

Feflh (1.1 1.0 L2LF. | Acid value <7.13> Not more than 1.0.

31512 T RTFILM (IFAE(, KEBREMZE) O
T A7 Ui “Eester value”

|

T AT (118  2.0LLTF. | Ester value <17.72> Not more than 2.0.

3.15.13 I EMOIEH
3 7 Zf “Todide value”

3 UFEM (113 126 ~ 140 | Iodine value <1.12> 126 — 140

3.16 MIEERER
3.16.1 MEHEBRODEE

HERFH OFFREHIEA L.
3162 MERHEROREHDIEF

MERBROTHONEF L, JFAlE LTkIZL .

ff, “color”, IZE\V> “odor”, IR “clarity and/or color of solution”, %1t “acidity or alkalinity”, @&
“acid”, 7 /A Y “alkali”, #Hift# “chloride”, FiERYE “sulfate”, HEARERYE “sulfite”, FHEEYE “nitrate”, HE
S EAYE “nitrite”, [REEHE “carbonate”, BALW “bromide”, I V{k# “iodide”, FlIEM: N1 Z AL “soluble
halide”, T4+ 7 1{bt¥ “thiocyanide”, & L v “selenium”, [5G 4 > OHfi “cationic salt”, 7 F=17 A

“ammonium”, EA4JE “heavy metals”, £ “iron”, <> 4 “manganese”, 7 &2 A “chromium”, B A~
A “bismuth”, A X“%in”, 7/ I =97 A “aluminum”, $n “zinc”, B F I v A “cadmium”, /K4R
“mercury’, #i “copper’, #h“lead”, #R “silver”, T/ H U LE 48 “alkaline earth metals”, t

“arsenic”, I#HfE Y >l “free phosphoric acid”, 2% “foreign matter’, #x¥'E “related substances” (%
SISO D DERME, TOMOERYE) , BIEE “isomer”, JEIEEMER “optical isomer”, % &K
“polymer”, FREEVAME “residual solvent”, & DMLDIEIEY) “other contaminants”, ZRFFEEEY) “residue on
evaporation”, fiilit 24 “readily carbonizable substances”.

B HAGERERI CNER &9 5.
3.16.3 AR

&Ik “Clarity and/or color of solution”

IR AKHh 1.0 g 27K 20 mL K O fififg 1 mL ¥
MNP EE, RIIBHTHD.

Clarity of solution—Dissolve 1.0 g of AAA in 20 mL of
water and 1 mL of dilute sulfuric acid: the solution is
clear.

R AL 05g& AKX/ —/L 10 mLICIENT &
E, WITEA T, TORITRO B Q)R ON) &
UR - 24N

ik (1) « Bk = 0 (D) D@0 R 1.0
mL, ¥ALEk(ID O @0 i JFK 2.4 mL & O
(I D A0 ek 0.4 mL ORI D 7- 1 g
(1-40)% MMz T 10.0mL & L7-# 2.5 mL & &
D, HD-HEBROQ—-400Z2 M2 T 20 mL &3 5.
Lk (2) « ¥tz v (DO &0 5% 0.2
mL, ¥ALEk(ID O @0 i JFK 9.6 mL & O
(I DD R g 0.2 mL OE# 3.0 mL 2 & 1
H (1 —-40) %22 T 100 mL &9 5.

Clarity and color of solution—Dissolve 0.5 g of AAA in
10 mL of methanol: the solution is clear, and is not
more colored than the following control solutions (1)
and (2).

Control solution (1): To a mixture of 1.0 mL of Cobalt
(ID) Chloride Colorimetric CS, 2.4 mL of Iron (IIT) Chlo-
ride CS and 0.4 mL of Copper (II) Sulfate CS, add di-
luted hydrochloric acid (1 in 40) to make 10.0 mL. To
2.5 mL of this solution add diluted hydrochloric acid (1
in 40) to make 20 mL.

Control solution (2): To 3.0 mL of a mixture of 0.2 mL
of Cobalt (IT) Chloride CS, 9.6 mL of Iron (III) Chloride
CS and 0.2 mL of Copper (II) Sulfate CS, add diluted
hydrochloric acid (1 in 40) to make 100 mL.
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3.16.3.1 [#] &M
W7 v F U “Acidity or alkalinity”

B NAIT A Y KL 50 mLAZHT 7= E I L HE]
L7k 50 mL 2%, 383 L <RV RE-#,
KEZSEL, BRENARKRE T 5. FBENATR 20 mL
W7 aEs LY==V 1 & TON0.01
mol/L /KE&{t 7 U 7 Ak 0.10 mL Nz % &

E, WOBITRERTHS. £, REHAIK 20 mL
2T BET LY — A —F VT 1 & ON0.01
mol/L ¥if#2 0.6 mL # Nz % & &, ROMOILHEM T
H5.

Acidity or alkalinity—To 50 mL of AAA add 50 mL of
freshly boiled and cooled water, and shake vigorously
for 3 minutes. Take the water layer and use this
solution as the sample solution. To 20 mL of the
sample solution add 1 drop of bromocresol purple TS
and 0.10 mL of 0.01 mol/L sodium hydroxide VS: a
red-purple color develops. To 20 mL of the sample
solution add 1 drop of bromocresol purple TS and 0.6
mL of 0.01 mol/L hydrochloric acid VS: a yellow color is
produced.

Bt Afh 0.5g 27k 10 mLIZIEMNAL, AF Ly R
g 1A%, 0.01 molV/L KT Y 7 KT
4 5L, ZOBEERET1OmMLUTTHS.

Acidity—Dissolve 0.5 g of AAA in 10 mL of water, add
1 drop of methylred TS, and neutralize with 0.01 mol/L
sodium hydroxide VS: the consumed volume is not
more than 1.0 mL.

3.164 ERIE ESE, EFELE
3.16.4.1 EHIE, B4R ERLEORTE

4B “Heavy metals”

HERE (107 AL 10gxaby, F4ETEY
BEL, RBRZITH. HEBRICIFSAEYERR 2.0 mL
Z Nz 5 (20 ppm LLF).

Heavy metals <1.07>—Proceed with 1.0 g of AAA ac-
cording to Method 4, and perform the test. Prepare the
control solution with 2.0 mL of Standard Lead Solution
(not more than 20 ppm).

HAR (.07 A5 1.0 g I2H# 3 mL & 0VK 3 mL
ZMx, IRVIEERD BT 2 £ TR TN
L7ct%, K ECAREE T 5. R MIZK 30 mL
Nz, MMELUCIEYIRYE, mk, AL, AR
WS 2 mL FOVKEMAZT50mL &9 5. Zh

ERIRE L, BBRETT O . WEIRITHEER 3 mL 7%
FEHE L, $MEUERE 2.0 mL, AEEEE 2 mL M OVK

ZMM#% T 50 mL &3 %(20 ppm LLT).

Heavy metals <7.07>—To 1.0 g of AAA add 3 mL of hy-
drochloric acid and 3 mL of water, heat gently to boil
with shaking, and evaporate on a water bath to dry-
ness. To the residue add 30 mL of water, shake under
warming, cool, filter, and to the filtrate add 2 mL of
dilute acetic acid and water to make 50 mL. Perform
the test using this solution as the test solution. Prepare
the control solution as follows: evaporate 3 mL of hy-
drochloric acid on a water bath to dryness, and add 2.0
mL of Standard Lead Solution, 2 mL of dilute acetic
acid and water to make 50 mL (not more than 20 ppm).

59% “I ro n”

# (110 AH10gx iy, FLECLYBIKE
L, ATRICE VRBRZ1T Y. iRICIT ek
%1.0 mLZ % 5 (10 ppmEL ).

Iron <71.10>— Prepare the test solution with 1.0 g of
AAA according to Method 1, and perform the test ac-
cording to Method A. Prepare the control solution with
1.0 mL of Standard Iron Solution (not more than 10

ppm).

TovH ) A& E “Alkaline earth metals”

TAHY) HEEBXIIT ALY &E AL 1.0giC
O 7~ FiE(31) (1—2) 40 mL 2h02 T 2 4
L, Bk, KEMzT40mL &L, A5, A
W20 mL AR 2 mL # A CEWHB L, BHHIZ
Wbk FEZ @, A2 A5mL, K
TS . AWM OVEREGOE, WEE5 HE iz
TAFRHLE L, SR REBE (249 ZHER LT
BV S L X, AT 0mg L FTHD.

Alkaline earth metals and alkali metals—To 1.0 g of
AAA add 40 mL of diluted acetic acid (31) (1 in 2), boil
for 2 minutes, cool, add water to make 40 mL, and fil-
ter. To 20 mL of the filtrate add 2 mL of dilute hydro-
chloric acid, boil, and immediately pass hydrogen sul-
fide thoroughly through the solution. Filter the solu-
tion to separate the produced precipitate, and wash the
residue with water. Combine the filtrate and the
washings, add 5 drops of sulfuric acid, evaporate to
dryness, and ignite the residue as directed under Res-
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idue on Ignition <2 44> the amount of the residue is
not more than 5.0 mg

NY A ARG 2.0 g 2K 100 mL & OWEEE 2 mL
BNz, 25MEmL, Mk, AL, A2 100
mL 2725 FTKTHE . Z O 10 mLIZAREE 1
mL 2z 5 & &, WITEE L.

Barium—To 2.0 g of AAA add 100 mL of water and 2
mL of hydrochloric acid, boil for 2 minutes, allow it to
cool, filter, and wash the filter with water until to get
100 mL of the filtrate. To 10 mL of the filtrate add 1
mL of dilute sulfuric acid: no turbidity is appeared.

b # “Arsenic”

¥ (L11) AKh10gxh sV, FHEZLVBRIK
L, RBREITY. 2L, MKoORERICITE
23 mLOh 0 ICAHEEE10 mLAa Yy, EHEAD
AL T b FEERE 1.0 mLA WA (1 ppmBl ).

Arsenic <1.17>—Prepare the test solution with 1.0 g of
AAA according to Method 4, and perform the test.
Prepare the test solution with 10 mL of dilute hydro-
chloric acid instead of 3 mL of hydrochloric acid. Pre-
pare the standard color with 1.0 mL of Standard Arse-
nic Solution (not more than 1 ppm).

3.16.4.2 &Y, HEIE
Ak “Chloride”

Wik (103 A5 20gI2Kk 80 mL 2z T X
<IRVIRY, 5 0MAEWT 5. Witk KEMxT
100 mL & L, #7AA#EEHGHEHNT AT
5. FIHDAHE 30 mL ZFrE, RO A 40 mL %
LV, R 6 mL & UUKZMZ T 50mL &9
L. InEBRRE L, RBREITH. BRI
0.01 mol/L /% 0.25 mL Z/x %(0.011%LAT).

Chloride <1.03>—To 2.0 g of AAA add 80 mL of water,
shake thoroughly, and boil for 5 minutes. After cooling,
add water to make 100 mL, and filter through a glass
filter (G4). Discard the first 30 mL of the filtrate, take
40 mL of the subsequent filtrate, and add 6 mL of di-
lute nitric acid and water to make 50 mL. Perform the
test using this solution as the test solution. Prepare the
control solution with 0.25 mL of 0.01 mol/L hydrochlo-
ric acid VS (not more than 0.011%).

Wilgts “Sulfate”

WileE (119 AH06gxhth, RBREITH. Kk
BR12130.005 mol/LEREE0.50 mLA Nz %
(0.040% LA T).

Sulfate <1.74>—Perform the test with 0.6 g of AAA.
Prepare the control solution with 0.50 mL of 0.005
mol/L sulfuric acid VS (not more than 0.040%).

3.16.4.3 TWIBREN\OS Y
3 7 {t¥ “Iodine”

I Ui AGH1.50 gi2k40 mLAEHZ, 80°CITHN
BLTEMNL, Wtg, K&z TEMIZ50 mLE

L, #BEKE 5. Z0fR15 mLE EMEICEY,
0.1 molV/LIEEEFRIE1 mL (N3 v FEBEH U v LIRIK
(107—10000) 1 mL% &N IEMESIN 2 721, /K
ZINZ CTIEMIZ20 mLE L, SREHAKR E T 5. Bl
FUBHER 15 mLA& EMEICEY, 0.1 mol/LiEmesti1
mL, = v b U v AEIKR(441-5000000) 1 mLK&
wa vHEEA U U AER107—10000) 1 mLE %

NENIEREICI A2 721%, KZEMA TIEM#IZ20 mL &
L, EHEEKRETS. £72, BNCREHRER 15 mLa
EREIZED, 0.1 mol/LIEEEFIE1 mL% IEREIZIN 2
721, KEMZ CTEMIC20mLE LU, Rk &9

. BBHAE, FEAERT K O IR % WE AT 4R R
T U= t%, BUBHAR L OMEHERIRIZ o &, SRR
PR E L, A HRBOCERIEE (229 2LV
HERZITO & &, WE420 nmiZ BT 2 REHETRKR D
WY, HEERIRORAEEDL 2L 0 K& <7
AN

Todine—To 1.50 g of AAA add 40 mL of water, dissolve
by warming at 80°C, cool, add water to make exactly 50
mL, and use this solution as the sample stock solution.
Pipet 15 mL of this solution, add exactly 1 mL of 0.1
mol/L hydrochloric acid TS and exactly 1 mL of a solu-
tion of potassium iodate (107 in 10,000), add water to
make exactly 20 mL, and use this solution as the sam-
ple solution. Separately, pipet 15 mL of the sample
stock solution, add exactly 1 mL of 0.1 mol/L hydro-
chloric acid T'S, exactly 1 mL of a solution of potassium
iodide (441 in 5,000,000) and exactly 1 mL of a solution
of potassium iodate (107 in 10,000), add water to make
exactly 20 mL, and use this solution as the standard
solution. Separately, pipet 15 mL of the sample stock
solution, add exactly 1 mL of 0.1 mol/L hydrochloric
acid TS, add water to make exactly 20 mL, and use this
solution as the control solution. Allow the sample solu-
tion, standard solution and control solution to stand in
a dark place for 4 hours. Perform the test with the
sample solution and standard solution as directed un-
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der Ultraviolet-visible Spectrophotometry <2.24>, using
the control solution as the blank: the absorbance of the
sample solution at 420 nm is not larger than 1/2 times
the absorbance of the standard solution.

31644 EFRDFHEDEA

PR OFFREFIE L
3.1645 BEEE, EFEOFMENREOBREH
R OFFREFE L

31646 [&] 2
) “Foreign matter”

Y ARaaHik (5o0n T5HLE, fMOTASA
RizgRo . &7, FHEMOMBROMA 2 &t
ZEDHHTYH, BOTENTHS.

Foreign matter—Under a microscope <4.07>, AAA does
not contain starch granules of any other origin. It may
contain a minute quantity, if any, of fragments of the
tissue of the original plant.

31647 [%] BRitHEME
EE{bPE’E “Oxidizing substances”

(b A 4.0 g 12K 50.0 mL 0Nz, 54>
MR VIR 721%, =OoBET 5. LR 30 mL 12
FEE2(100)1 mL X5 ok Y 7 4505 ~ 1.0g%
Mz, #RVIRET%, REATIC 25 ~ 30 HrRlAuE S
A, Ty 1 mL #z, 0.002 mol/L 4
Wilg T b U o N TN @I D £ T E

(2500 5. FEEDFTETERBREZIT, MlET
%. 0.002 mol/L FAHilET NV U AR OHEE &
1%, 1.4mLUTTHDGHREBILKFICHET D L,
20 ppm LA F).

Oxidizing substances—To 4.0 g of AAA add 50.0 mL of
water, shake for 5 minutes, and centrifuge. To 30 mL of
the supernatant liquid add 1 mL of acetic acid (100)
and 0.5 to 1.0 g of potassium iodide, shake, and allow
to stand for 25 to 30 minutes at a dark place. Add 1 mL
of starch TS, and titrate <2.50> with 0.002 mol/L so-
dium thiosulfate VS until the color of the solution dis-
appears. Perform a blank determination and make any
necessary correction: the volume of 0.002 mol/Li sodium
thiosulfate VS consumed is not more than 1.4 mL (not
more than 20 ppm, calculated as hydrogen peroxide).

3.16.4.7 [¥] HEEE) VB
WEHE D 2 “Free phosphoric acid”

WEHEY >R hhf 0.25 g ZFEEIZ®& Y, KT
ML, EMEZ100mL &L, #BHRKE 5. &
BHAR K N VEEEYERR 5 mL 3 > % EfEICEDY,
FNEFNE 26mL DA AT T A2l A, EEY
TTUBRART =T A FEERIR 2.6 mL LTV 1
—7 ) —2—F 7 b——4— AR UERIE 1
mL 2z TRV IEY, KEIZ CTIEMIZ 25 mL
L, 20£1CT30mIiET 5. Zib DRIz
DX, /K5 mL %AW TRERICEIE L THEZIRZ %t
LU, A THERSEEREE (229 12X DR
179 . BRI L OV EERER N HRT-Fh
FNOWK DI E 740 nm (2313 WL Ar N As
FHIET A L&, WHEEY O EIT 1.0% LT Th
5.
WeEfE Y R (HsPOD) D E (%)
=1/M X Ar/As X 258.0
M : BRI ZHE U TR S O FFELE: (mg)

Free phosphoric acid—Weigh accurately about 0.25 g of
AAA, dissolve in water to make exactly 100 mL, and
use this solution as the sample solution. Pipet 5 mL
each of the sample solution and Standard Phosphoric
Acid Solution into separate 25-mL volumetric flasks,
add 2.5 mL of hexaammonium heptamolybdate-sulfuric
acid TS and 1 mL of 1-amino-2-naphthol-4-sulfonic acid
TS, shake, add water to make exactly 25 mL, and allow
to stand at 20 + 1°C for 30 minutes. Perform the test
with these solutions as directed under Ultravio-
let-visible Spectrophotometry <2.24>, using a solution
prepared with 5 mL of water in the same manner as
the blank. Determine the absorbances, Ar and A4s, at
740 nm of the sample solution and Standard Phos-
phoric Acid Solution: the amount of free phosphoric
acid is not more than 1.0%.
Content (%) of free phosphoric acid (HsPO.)

= 1/M X ArlAs X 258.0

M: Amount (mg) of AAA taken, calculated on the

anhydrous basis.

3165 E#YHE
31651 EBMERABRORTE
FERHORFREEEA R L.
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3.165.2 HfRERY

JeER FH O RFRLFIH R L
31653 FERUEODRRAX

HERFH OFFRESIEZ L.
31654 HEBVHEOBEESREDEZA
(B 1] FEAER 7 Frsi )

HiRmE A5 50 mga T % 2 —1(95) 5 mLIZH%
ML, RBHAKE 5. Z0#E 1 mL 2 FREICED,
T & ) —(95) &2 TIEMEIZ 200 mL & L, A=
IR L9 5. AREHA & OEHEA# 10 pL 3> % 1F
WD, ROLHTHIKZa~ NTT7 4 —
(201 IZX0HBREITH. TNENDOIRDE 2 D
v— 7 HfZ BEESIEIC L W ET S L&, R
WK OOOLISD v — 7 OififElL, EmEAEEKDOO
DY—JHFED 2,5 Lo K& ev. F7z, R
WIEDOOUA D v — 7 O HEREIL, EERIED
OOE—7HHEEL Y KREL 2. 72721, OO0IC
%I 2 FE MR EF IR R 39 2.3 RO 2.6 DE— 27 D
EfEIE, ABESE TROZEBICZN FRER
P15 L1952 FUIHELETD.

Related substances—Dissolve 50 mg of AAA in 5 mL of
ethanol (95), and use this solution as the sample solu-
tion. Pipet 1 mL of the sample solution, add ethanol
(95) to make exactly 200 mL, and use this solution as
the standard solution. Perform the test with exactly 10
pL each of the sample solution and standard solution
as directed under Liquid Chromatography <2.07> ac-
cording to the following conditions, and determine each
peak area by the automatic integration method: the
area of the peak other than BBB from the sample solu-
tion is not larger than 2/5 times the peak area of BBB
from the standard solution, and the total area of the
peaks other than the peak of BBB from the sample so-
lution is not larger than the peak area of BBB from the
standard solution. For the areas of the peaks, having
the relative retention time of about 2.3 and about 2.6 to
BBB, multiply their relative response factors, 1.5 and
1.9, respectively.

(B 2] RS E Sy =RIEIC K D RLpl

HigE AN 30mgE7 % =YL, pH4.0
® 0.01 molVL VU vt —/kFEH Y 7 LFIRIRTRES :
2) 20 mLIZEED L, REHATK & 35 . SREHAWK 5 pL
IZo%, WOFMTHRIKZ e~ T 7 40—
(20D 2X0RBREITY. REHRIEDEZ 2 D —
J HREE BEFESEIC LV HE L, A REIC
I ENSOBERDD X, OOITHT DA
FRRERTR 0.45, %9 0.80, #92.42 L TUY 3.80 D E°
— 7 DEIFZFNEN 0.2%LLT, FExHRRREER
2.38 DE— 7 O ELT 0.3%LLTF, FHRHRFFRERTR
0.60 DE—27 O&FEIT 0.4%LLFTHY, OOK L
O —7 N0 —7 OEIT0.1%LL T TH .
£72, OOKTOOIZRT 5 X RFRFRFR 0.60
PADOE—7 OAREFEIT1.0%UTTHS.

Related substances—Dissolve 30 mg of AAA in 20 mL
of a mixture of acetonitrile and 0.01 mol/L potassium
dihydrogen phosphate TS (pH 4.0) (3:2), and use this
solution as the sample solution. Perform the test with 5
pL of the sample solution as directed under Liquid
Chromatography <2 01> according to the following con-
ditions. Determine each peak area by the automatic
integration method, and calculate the amount of them
by the area percentage method: the amounts of the
peaks, having the relative retention times of about
0.45, about 0.80, about 2.42, and about 3.80 to BBB are
not more than 0.2%, respectively; the amount of the
peak with a relative retention time of about 2.38 is not
more than 0.3%, the amount of the peak with a relative
retention time of about 0.60 is not more than 0.4%, and
the amount of the peak other than BBB and other than
the peaks mentioned above is not more than 0.1%.
Furthermore, the total amount of the peaks other than
BBB and other than the peak with a relative retention
time of about 0.60 to BBB is not more than 1.0%.

(B3] BRSO FLHB]
RBR SR Operating conditions—
Wi e - SN B GRIE TR R - 240 nm) Detector: An ultraviolet absorption photometer

BTN 46mm, S 15ecm D AT LA
BT um DK o~ v 757 4 —HA 7 #
TN I IR U AV E TR D,

(wavelength: 240 nm)
Column: A stainless steel column 4.6 mm in inside
diameter and 15 cm in length, packed with octade-
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H T LB 30°CHTT D — EiRE

BB : 7K 800 mL (ZHF#%(100)3.0 mL Z 1%,
T =T k@8 ZMA T pH 4.95 ZHFE LT-
%, KEMZT1000 mL &3 5. =D 300
mLZER 7 e~ 7T 7 4 —HT7E2 =11
JV 400 mL X ONEIK 7 v~ 75 7 0 —H A
2 ) — 300 mL #0125,

e OODOREFRFE 2K 24 7312725 L 91T
LS R

A AERF « OO DOERRFRER DR 2 5 D&

cylsilanized silica gel for liquid chromatography (5 pm
in particle diameter).

Column temperature: A constant temperature of
about 30°C.

Mobile phase: To 800 mL of water add 3.0 mL of ace-
tic acid (100), adjust to pH 4.95 with ammonia solution
(28), and add water to make 1000 mL. To 300 mL of
this solution add 400 mL of acetonitrile for liquid
chromatography and 300 mL of methanol for liquid
chromatography.

Flow rate: Adjust so that the retention time of BBB
is about 24 minutes.

Time span of measurement: About 2 times as long as
the retention time of BBB.

(4] eI/ u~ 7T 70— L DEHEB
HaxWwE A5 0.25g %7 v 10 mL IZED Related substances—Dissolve 0.25 g of AAA in 10 mL

L, REWAKET%. 20K 1 mL 2 FREICED,
T MoEMZTERIC20mL 245, Z0ik 2
mL ZIEfEIZEY, 7 b2 TIEMIZ 50 mL
L, EERKE TS, INHOKICOX, HEs
n~ h7 77 40— 203 IZXVRBEEITS. HE
R R OEYERIE 10 pL o %2 @ s o~ /5
74—V B ENEIND ) AT L
HERICAR Yy v 5. wizZaaRvh /7~
SRR - DA R S L TH 10 em BB L7
%, HEWRE RS S, ISR E 254
nm)%& BT 25 L&, RENAR» OEZERAR Y K
DA D AR M, BRI O ARy hEY
-2

of acetone, and use this solution as the sample solution.
Pipet 1 mL of the sample solution, add acetone to make
exactly 20 mL, pipet 2 mL of this solution, add acetone
to make exactly 50 mL, and use this solution as the
standard solution. Perform the test with these solu-
tions as directed under Thin-layer Chromatography
<2.03>. Spot 10 puL each of the sample solution and
standard solution on a plate of silica gel with fluores-
cent indicator for thin-layer chromatography. Develop
the plate with a mixture of chloroform and acetone
(5:1) to a distance of about 10 cm, and air-dry the plate.
Examine under ultraviolet light (main wavelength: 254
nm): the spots other than the principal spot from the
sample solution are not more intense than the spot
from the standard solution.

HxWE A 0.10g 2 A X/ —/L 5 mL ([ZIED
L, REWAKET 5. 20O 1 mL 2 FREICED,
A X ) —)VEMZ CIEMEIZ 250 mL & U, EEHEEIH
DETD. Z0W 5 mL #EMEICEY, A¥ ) —/L
ZMAZCEMIZ10mL & L, EERKQ LTS
INHLOHRIZOE, e /a~w NI 7 14—
(203 X VEREBREITH . FEHATR, EUERKQ)
EOEEEKQOZNEFN 5 pL 2% #EE 7 o~
NS T 4= A ERWTCHE L -
BUCARy b 35, wiIZZaakiLh,/ AZ ) —)v
ST =T KEQORNIR90 : 10 @ DEJERIEL L
LCHKI 15 cm JBBA L721%, W@tk & B+ 5. Zh
WWHEFEM R T—4 v L T7RE A5 IEH L, E
HICEIB LK FERIG A2 SIS HET D & &, REhA
BN BT FEAR Y RUSND AR v MIEERER
WP/ AR Yy I OEL 2L, MHOEUERE
@B EEAR Yy FEVIEBWRR Y ME, 2MELLTF
Thb.

Related substances—Dissolve 0.10 g of AAA in 5 mL of
methanol, and use this solution as the sample solution.
Pipet 1 mL of the sample solution, add methanol to
make exactly 250 mL, and use this solution as the
standard solution (1). Pipet 5 mL of the standard solu-
tion, add methanol to make exactly 10 mL, and use this
solution as the standard solution (2). Perform the test
with these solutions as directed under Thin-layer
Chromatography <2.05>. Spot 5 nL each of the sample
solution, standard solutions (1) and (2) on a plate of
silica gel for thin-layer chromatography. Develop the
plate with a mixture of chloroform, methanol and am-
monia solution (28) (90:10:1) to a distance of about 15
cm, and air-dry the plate. After spraying evenly Dra-
gendorff’s T'S for spraying on the plate, immediately
spray evenly hydrogen peroxide TS: the spots other
than the principal spot from the sample solution are
not more intense than the spot from the standard solu-
tion (1), and not more than 2 spots from the sample
solution are more intense than the spot from the
standard solution (2).
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Bl5] HRAZu~x 7774 —IZ XDl

HWE  AM 50 mg 27K 2.5 mLIIZIE L, 2
mol/L KE&{t 7 F U 7 A5RHR 2.5 mL K OV AEYR
5 mL ZMx TRV IBE-%, TEE2A8EL, &)
BHsIE L35, 20 1 mL #EMICEY, NEYE
Wik &Nz CIEfEIZ 100 mL &4 5. Z DK 1 mL
ZIEREICERY, PEMERIR 2 0 2 CTIEAEIC 10 mL
E L, BEHERRIR L 95 . BUBHAR B OMEHEAR 1 pL
IZo&E, ROFKMETHAIa~ NI T 74—
(202 X VRBEZITV, FNENDIEDE % D
Y—7 EEE HBESEICL VT 5 L &, BB
TRIR DIEYEYVE O v — 7 BRIk 5 OO LISk
DOE—7 OEMEO LI, EERKRONIEER'E O v
— 7 @RI T 2000 —7 mEOH LY K&
<70,
PHEHEIRI SNV ERAFILDOY 7 A X R
% (1—20000)
AER AT

RHER « KFBRA A AR

BT A NFL0.32 mm, &S 30 m DAEEFDON

HICH A~ T 7 4—H5%Y 7 x=

Ve 95% T AFILRY vadxt U E2EX 0.25

pm THFET 5.

7 LEE 180T 645y 5°CT 230°CETH

JBL, 230°C% 5 4HREFT 5.

FEANBIREE  250°CHT D —E 18

1 HEHIRE + 250°CHHIE D —EiRE

Fx P —HA: ~UTLA

e OO DOREFFRIAK 10 4312725 & 95127

LS R

A7V b 1:12

AR ERF : OO DOIRFHREE O 1.5 {5 D FaBH

Related substances—Dissolve 50 mg of AAA in 2.5 mL
of water, add 2.5 mL of 2 mol/L sodium hydroxide TS
and 5 mL of the internal standard solution, shake, col-
lect the lower layer, filter, and use the filtrate as the
sample solution. Pipet 1 mL of the sample solution, and
add the internal standard solution to make exactly 100
mL. Pipet 1 mL of this solution, add the internal
standard solution to make exactly 10 mL, and use this
solution as the standard solution. Perform the test with
1 pL each of the sample solution and standard solution
as directed under Gas Chromatography <2.02> accord-
ing to the following conditions, and determine each
peak area by the automatic integration method: the
ratio of the area of the peak other than BBB to the
peak area of the internal standard obtained from the
sample solution is not larger than the ratio of the peak
area of BBB to that of the internal standard from the
standard solution.

Internal standard solution—A solution of methyl be-
henate in dichloromethane (1 in 20,000).

Operating conditions—

Detector: A hydrogen flame-ionization detector.

Column: A quartz tube 0.32 mm in inside diameter
and 30 m in length, coated the inside surface with 5%
diphenyl-95% dimethylpolysiloxane for gas chroma-
tography 0.25 pm in thickness.

Column temperature: Raise the temperature to
230°C from 180°C at the rate of 5°C per minute, and
maintain at 230°C for 5 minutes.

Injection port temperature: A constant temperature
of about 250°C.

Detector temperature: A constant temperature of
about 250°C.

Carrier gas: Helium.

Flow rate: Adjust so that the retention time of BBB
is about 10 minutes.

Split ratio: 1:12.

Time span of measurement: About 1.5 times as long
as the retention time of BBB.

31655 HEEYMETORERBOER
3.16.5.4 [l 1] =M.
31656 EBRMHOEREIRE
PR A ORI L
3.16.6 HEEE
PR A ORI L
3167 HREBE/v—
PR A ORI L
3.16.7.1 [¥] TOHMODEED

#¥a%=# “Total nitrogen”

&

=
MER AmEFHRL, TOK0.1g ZREICE

| Total nitrogen—Weigh accurately about 0.1 g of AAA,
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534

D, BIETEE (1.0 TLVRREZITY L&, &
# (N:14.01) OEIZ3.0%UTTH 5.

previously dried, and perform the test as directed un-
der Nitrogen Determination <1.08>: the amount of ni-
trogen (N: 14.01) is not more than 3.0%.

A 878 “Protein”

R (WORBHAK 1.0 mLIZ MY 7 o v
VR (1—5) 52Nz 5 & &, RITITLEE TR
FAE U,

Protein—To 1.0 mL of the sample solution obtained in
(4) add 5 drops of a solution of trichloroacetic acid (1 in
5): neither a precipitate nor turbidity is produced.

EEEEE b2 Ra A F Ui “Oversulfated chondroitin sulfate”

W b2 Fa A F Uil AL 20 mg & B
SALIE A7 MABIERA3— R AF LT U L7
AT N U A —d ORISR AR R L
HIE R EKER (1—10000) 0.60 mL (27T
ZDHIZOE, 3= MU AFLVY AT oA R
T hU UL —di ENEREYEYE & L TR SIS
AR MVRIED (22D 12XV, 7a b IEE
% 400 MHz UL Eoo3EiE 1.1. 2 VT H 2 HIE
I 5 L%, §2.18+0.05 ppm (Ji@FiEE L2 P
A F RO N-T & FNLIKICHEKTE L 7T %
WOV, IRODLZENHH-TH, BCET
Hy VT LUTRET D EE, 2OV 7 VTHE
KT 5.
B S
IREE : 25°C
A= T AT
F—HRA v MK 32768
ALy MVEEH : DHO O 7 v &2+
6.0 ppm
2NV AS L 90°
SR LoV ARG B 0 20 B
HI—AFy L :4]H]
EEES  ~Y D N—-T e FAEOFE R
D7 Fvd SN A 1000 LA ES S A [E
%
UA RO $5%B9% (Line broadening
factor =0.2 Hz)
VAT LA
VAT AOMERE « RS 20 mg & BRI A~
7 MVHIER 3—F U AF ALY LT a e F i
rYU U A — dy ORGSR ILG A7 R VRIE A EK
i (1>10000) 0.40 mL (2D L2141, @6k
fefb =2 R a A F UHEEAES 0.10 mg & RS
HIBE 27 NVHIERH3— U AF ALY AT e
AU N Y T A —d ORGSR IEE A7 bVl
BRI (1510000) 1.0 mL IZIED L 72k
020 mL /% 5. ZOWRIZHOX, RO TH
BT % &%, §2.04%0.02 ppm IZOOD N—7T %
FNFEICHERT D 7T v %, K1 §2.18+10.05
ppm ([ZiEfiER{L = KA F UmBEo N—7 & F
NIEICHET BV 7T VvE, TRENRD 5.

Oversulfated chondroitin sulfate—Dissolve 20 mg of
AAA in 0.60 mL of a solution of sodium
3-trimethylsilylpropionate-d4 for nuclear magnetic
resonance spectroscopy in heavy water for nuclear
magnetic resonance spectroscopy (1 in 10,000). Deter-
mine the spectrum of this solution as directed under
Nuclear Magnetic Resonance Spectroscopy <2.27> ({H)
in accordance with the following conditions, using so-
dium 3-trimethylsilylpropionate-d4 for nuclear mag-
netic resonance spectroscopy as an internal reference
compound: it exhibits no signal corresponding to
MN-acetyl proton of over-sulfated chondroitin sulfate at &
2.18 £ 0.05 ppm, the signal disappears when deter-
mining the spectrum of the sample solutions as di-
rected under 'H with 3C-decoupling.

Operating conditions—

Spectrometer: (1) FT-NMR, Not less than 400 MHz.

Temperature: 25°C.

Spinning: off.

Number of data points: 32,768.

Spectral range: Signal of DHO =+ 6.0 ppm.

Flip angle: 90°.

Delay time: 20 seconds.

Number of dummy scans: 4.

Number of scans: SN ratio of the signal of MN-acetyl
proton signal of heparin is not less than 1000.

Window function: Exponential function (Line broad-
ening factor = 0.2 Hz).

System suitability—

System performance: Dissolve 20 mg of AAA in 0.40
mL of a solution of sodium
3-trimethylsilylpropionate-d; for nuclear magnetic
resonance spectroscopy in heavy water for nuclear
magnetic resonance spectroscopy (1 in 10,000). Dis-
solve 0.10 mg of Over-sulfated Chondroitin Sulfate RS
in 1.0 mL of a solution of sodium
3-trimethylsilylpropionate-d; for nuclear magnetic
resonance spectroscopy in heavy water for nuclear
magnetic resonance spectroscopy (1 in 10,000). To the
solution of AAA add 0.20 mL of the solution of
Over-sulfated Chonroitin Sulfate RS. When determin-
ing the spectrum of this solution under the above oper-
ating conditions, it exhibits the signal of N-acetyl pro-
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ton of BBB and the signal of Nacetyl proton of
over-sulfated chondroitin sulfate at 6 2.04 = 0.02 ppm
and at 6 2.18 + 0.05 ppm, respectively.

L —T LAY “Petroleum ether-soluble substances”

AT —TVRIEEY KB 30gx LY, KEMZ
TH50mL & L7-jRICIE k=¥ 7 —/1(99.5) 50 mL
ZIMZ%. 0.5 mol/L /KEg{bF NV v A3 5 mL
Mz, AT —F /L 50 mL > T 3 EHIHT 5.
AWM —T VIR E &b, =4 / —/L 50 mL
90T 3 [EIBEV, AR FU DA 10gE2A
TELIEVIRE -1, EAKEANTABEL, 5
MAFAMT—FT/L 10 mL > T2EEES. Kin L
THEL TR —T V28R L, BE%E 105C
T 1T D & &, TOESIT 1.0% L TFTH
D.

Petroleum ether-soluble substances—To 3.0 g of AAA
add water to make 50 mL, then add 50 mL of ethanol
(99.5) and 5 mL of 0.5 mol/L sodium hydroxide TS, and
extract with three 50-mL portions of petroleum ether.
Combine the petroleum ether extracts, and wash with
three 50-mL portions of dilute ethanol. After shaking
thoroughly with 10 g of anhydrous sodium sulfate, fil-
ter through a dry filter paper, and wash the filter pa-
per with two 10-mL portions of petroleum ether. Evap-
orate the petroleum ether on a water bath by heating,
and dry the residue at 105°C for 1 hour: the residue is
not more than 1.0%.

3.16.8 EHFE DR
3.16.8.1 HPDE IR
PR DR L EFEE R L
3.16.8.2 HREOIEME
BRI ORFRRFEHE R L

3169 MERRICEVWTEEREZZERT BT

AL R & B

BB LERBREEORE I e~ N7 T 7 4 —%F

FaM S

H
W
S

RET DHEAL,

HIZFEM L, MERBROEORBREMIER LR L 5.

(B AABR I 2 Y 4 2 Y & O Ri sl

R
MER, 7L, BT NRE, BEHE L O ET
ERIEORRIIM LM T 5.
HFRERD - WO B —27 D% 00 DMk
R O 3% ORI

Operating conditions—

Detector, column, column temperature, mobile
phase, and flow rate: Proceed as directed in the oper-
ating conditions in the Assay.

Time span of measurement: About 3 times as long as
the retention time of BBB, beginning after the solvent
peak.

[Bl] > 27 sEatEz2 R 256 O]

VAT AATE

VAT LAOMREITERED Y AT A& U
A+ 5.
W O - 3PHNAK 1 mL 12K %2 100

mL &L, A7 L rﬁ%%{&kﬁé.
VAT LA MEREB AR 1 mL % EREC

,m%msz%;20mL&#é._®M
10 pL 2255872000 v — 27 @i, ¥ AT A
@Arﬁ%%ﬁM@QO@E 7 HFED 3.5
~ 6.5%\l7:% Z & EMERRT
vx%bwﬁﬁ&./XTAﬁérﬁ%%%W
10 pLiZo %, EFOSMCHRBRE 6 AtV K
T L&, OO0 —7 HEDOMAHE LR 1T
2.0%LLTTH%.

System suitability—

System performance: Proceed as directed in the
system suitability in the Assay.

Test for required detectability: To 1 mL of the
sample solution add water to make 100 mL, and use
this solution as the solution for system suitability test.
Pipet 1 mL of the solution for system suitability test,
and add water to make exactly 20 mL. Confirm that
the peak area of BBB obtained with 10 mL of this
solution is equivalent to 3.5 to 6.5% of that with 10 mL
of the solution for system suitability test.

System repeatability: When the test is repeated 6
times with 10 mL of the solution for system suitability
test under the above operating conditions, the relative
standard deviation of the peak area of BBB is not more
than 2.0%.

AT LA

AT AOVEREIX TOO) OFERIED VAT Al

System suitability—
System performance: Proceed as directed in the
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AMEYERTS.
B OMER K ON 2T AOFBMET TOO] ot
ERBRQDOV AT L@EAEEZHERT 5.

system suitability in the Assay under AAA.
Test for required detectability, and system

repeatability: Proceed as directed in the system

suitability in the Purity (2) under AAA.

3.16.10 SF|D PSR
JER A ORFRE SR L.

317 HMREE. KHANTRREE
3171 HREBEXIIKSOBRE
PR O EIER L.
3172 EREE
31721 EREESRER
YR O EIER L.
31722 HRBEFEBRXICZKSHEEDEM
W “Loss on drying”

W (241)  0.5%LL T g, 105°C, 3 HEfHE).

Loss on drying <2.47> Not more than 0.5% (1g, 105°C,
3 hours).

W (241 0.6%LAT( g, WIE, MfkY
(V), 60C, 5 K¢fH).

Loss on drying <2.47> Not more than 0.5% (1 g, in
vacuum, phosphorus (V) oxide, 60°C, 5 hours).

Wi (2.4 3.0%LL (0.5 g, J&E - 0.67 kPa
PUF, bV > (V), 110°C, 2 HFR)

Loss on drying <2.47> Not more than 3.0% (0.5 g,
reduced pressure not exceeding 0.67 kPa, phosphorus
(V) oxide, 110°C, 2 hours).

3.17.23 BN ERE 2 KIZKDIEEDREE
[f51]

W AR 10 mg I2O X, IROEIESMET

BOSHTEE (262 O 2BV RRAITH &
&, 120%LLFThH 5.
BRAESE

INBGHEE « 54y 5°C

RIEIRERP : =5~ 200C

FHEN A« Wlpa

FIHRH A D : 5 40 mL

Loss on drying Perform the test with about 10 mg of
Vincristine Sulfate as directed in Method 2 under
Thermal Analysis <2.62> according to the following
conditions: not more than 12.0%.
Operating conditions—

Heating rate: 5°C per minute.

Temperature range: room temperature to 200°C.

Atmospheric gas: dried nitrogen.

Flow rate of atmospheric gas: 40 mL per minute.

3.17.3 K%

3.17.3.1 K4 EIE
FERAOFFREEH A L.
3.17.32 KHDRE

[#i]
Koy (248 4.0 ~ 6.0%(0.25 g, FEME, | Water <248 4.0 —6.0% (0.25 g, volumetric titration,
TEFE ). direct titration).

Koy (248  05%L T g, FREMWTE, HER
E. 7272, KRIER A Z 2 — Db 0Tk
WEABRNLLT I R KGUERAZ 7 —/ViRHK
@ :DEANVD).

Water <2.48> Not more than 0.5% (1 g, volumetric
titration, direct titration. Use a mixture of formamide
for water determination and methanol for water de-
termination (3:1) instead of methanol for water deter-
mination).

Koy (248
%, HEERTE).

12.0% A F(NAEW 0.1 g, HERHE

Water<248> Not more than 12.0% (0.1 g of the con-
tents, volumetric titration, direct titration)

Koy (248  10.0%LLF(10 mg, EEFHERL).

Water <2.48> Not more than 10.0% (5 mg, coulometric
titration).

Wi E “back titration”
TR EE “coulometric titration”
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3.17.4 GABRESE
31741 HEBEERER
HEIRFHOFFFEFIHZ L
31742 ABEEORE
[{51]

WAV E (249 12.0%LLTF(1g, 850 ~ 900°C,

TE ).

Loss on ignition <242 Not more than 12.0% (1 g, 850
—900°C, constant mass).

3175 HEOWBREE, KARITARBEORE
AR ORFRLFEHAR L.

3.18 EEBARS, RO NITBTFBMERS

3.18.1 FREES, RO RITEFBMHERS DHRE
SR OFFRRFEA L

3.18.2 TREMES, RO XITBFBHERSDEE
[51]]

ARGy (244 0.1%LLTQg, A&213).

Residue on ignition <2.44> Not more than 0.1% (1 g,
platinum crucible).

IG5 (501  5.0%LLF.

Total ash <5.07> Not more than 5.0%.

FEARNIAMEIR Sy (500 3.0%LLF.

Acid-insoluble ash <46.07> Not more than 3.0%.

3.19 SFIRER

3.10.1 HAEHAERDBTE

3.10.1.1 HAKBAIHESA=-EBROKRE
BER O EIE R L

31912 ITYVFRFXIUHEBROERTE
HERAH ORI L.

3.19.1.3 HAW—HHBRORTE
FERAOFFREEH L.

319.14 BHEROFE

TR A O F IR L.

3.19.2 FOHfn AR

HERAH O F IR L.

3.19.3 HFHAERDROHIE

SRR ONAIE, =2 K b %> “Bacterial endotoxins” (GEZEMEM'E “Pyrogen”) , & EMEEY “Metal
particles”, ¥HUA® “Extractable volume”, 4 JE “Heavy metals”, RFI¥—H: “Uniformity of dosage
units”, WEMRE “Microbial limit”, RIEMERY “Foreign insoluble matter”, RIEMEMKI T “Insoluble
particulate matter”, fi#EME “Disintegration”, W “Sterility”, &M “Dissolution”, K& U Do HiH|

B L5,
o BARFEMERI UNERFF &3 5.
3.19.4 HWEAEROREHSE

T F hF T “Bacterial endotoxins”

= R h%r (42010 10 EU/mL Ri.

Bacterial endotoxins <4.07> Less than 10 EU/mL.

T RhF v (4010  0.0030 EU/EALART.

Bacterial endotoxins <4.07> Less than 0.0030
EU/Unit.

T RhFT v (401 0.02 EUmg K. 7272
L, BFHEENICREST2R-MICEHET 5.

Bacterial endotoxins <4.07> Less than 0.02 EU/mg.
Apply to the preparations intended for intraspinal
administration.

T R ¥y (400 0.10 EUmgUi) A,

Bacterial endotoxins <4.07> Less than 0.10 EU/mg
(potency).

SR IERY) “Metal particles”
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eEIERY (601

REBREITO L X, AT 5. | Metal particles<6.07> It meets the requirement.

BEAE “Extractable volume”

BRIWAR (605 REREZTO L X, WETD.

| Extractable volume <6.05> It meets the requirement.

#ANE)— M “Uniformity of dosage units”

HHIB—M (602 WOFHEIZ LY GEE—MR
BAEITH L X, WAETD.

R 1fHZ2 LD, K30mL ZMMx TRREIES.
BEF WAL X 0 R 2 Ml < S 7%, NI
YEPRWE V10 mL 2 ERECIZ, 1 mL $1iz
OO(CeH9NO#) 0.2 mg &R E 725 Xk 91Tk
ZMzTVmL &T5. ZoREELDEEL, EE
HTEAZOAS M U TDOA LTS5 T 4V EZ—T
AT 5. PHD A 10 mL ZrE, RO A%
WEHRR E T 5. BIICEEROOCE Y WX L%t
AL L C 4 BERIBUERZEE L, £ 0 20 mg &
BIWZEY, AK30mL 2N L, AR 10 mL
BIEREIZINZ 725, KEMZ T 100 mL & L, FEH#
WiRE T 5. UTEREEHERTS.

Uniformity of dosage units <6.02> Perform the test
according to the following method: it meets the
requirement of the Content uniformity test.

To 1 tablet of AAA Tablets add 30 mL of water, allow
standing to disintegrate the tablet, and disperse the
fine particles with the aid of ultrasonic waves. Add
exactly 1710 mL of the internal standard solution, and
add water to make V'mL so that each mL contains
about 0.2 mg of BBB (C6HsNOs). Centrifuge this
solution, filter the supernatant liquid through a
membrane filter with a pore size not exceeding 0.45
pm, discard the first 10 mL of the filtrate, and use the
subsequent filtrate as the sample solution. Separately,
weigh accurately about 20 mg of BBB for assay,
previously dried in vacuum (silica gel) for 4 hours, add
30 mL of water and exactly 10 mL of the internal
standard solution, then add water to make 100 mL,
and use this solution as the standard solution, Then,
proceed as directed in the Assay.

KB —M (602 AL, KOFKIZEIVE
)RR EITO L&, WARTS.

A1 @zEy, NEHOLEZIVHL, 7 v
b~ U o - HEEEERWE 80 mL N %, 20 73R
VIRET-%, 7vib T MY oA - R EINZ,
EfEIZ100mL & L, A7 5. A VmL % 1EH
IZED, 1 mL FIzOO(CHAINONFK 20 pg %5
DR ERD L HICHEDZ pH 100 DT VE=T -
WAk 7 v = v MEEIR(1-10)Z I 2 CTIERES V7
mL & L, REWRK L35, UTEEREEZERHT 5.

Uniformity of dosage units <6.02> Perform the test
according to the following method: AAA Granules in
single-dose packages meet the requirement of the
Content uniformity test.

To the total content of 1 package of AAA Granules add
80 mL of sodium fluoride-hydrochloric acid TS, shake
for 20 minutes, add sodium fluoride-hydrochloric acid
TS to make exactly 100 mL, and filter. Pipet V' mL of
the filtrate, add diluted ammonia-ammonium chloride
buffer solution (pH 10.0) (1 in 10) to make exactly V'~
mL so that each mL contains about 20 pg of BBB
(C4H7AIN4O5), and use this solution as the sample
solution. Then, proceed as directed in the Assay.

A —1E (602 HERAERBRXIIIROGIEZ
LB —MRROWTNNETO L&, WET
%

Uniformity of dosage units <6.02> Perform the Mass
variation test, or the Content uniformity test according
to the following method: it meets the requirement.

BRI —: (6.02)
RS

HERAERRZIT) & &,

Uniformity of dosage units <6.02> It meets the
requirement of the Mass variation test.

A BRE “Microbial limit”

WAEMRE (405 A 1mL %720, BFxE
WM OTFAIERET 102 CFU, MEREEOTA L
#3100 CFU Th 5. F7z, KGHEEZRDZR.

Microbial limit <4.05> The acceptance criteria of
TAMC and TYMC are 102 CFU/mL and 10! CFU/mL,
respectively. Escherichia coli is not observed.

RERMERY) “Foreign insoluble matter”

NEVEERY) (6.06 1B L VRARZITO L&,
HET 5.

Foreign insoluble matter <6.06> Perform the test
according to Method 1: it meets the requirement.

SIRANZ SN, KEEO DI E, SIRAIORNETERMIREIE WV RRZ1T 5 55,

T5.

WD X HIZEHE
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RNEMESRY) (611 WBREITS L&, BWAETD.

Foreign insoluble matter <6.77> It meets the
requirement.

Tl B S WV TRNAVE SR AR I G VR 21T O 56,

RO XD IR 5.

NEMERY) (611 HBRETO L X, XM
SN2 EYZFBOR.

Foreign insoluble matter <6.77> Easily detectable
foreign matters are not observed.

ARYEMERCkI - “Insoluble particulate matter”

AEVERRLT- (6.0 REBREITO L&, WETD.

Insoluble particulate matter <6.07> It meets the
requirement.

RUEMEMR T (607 8 21RIC K D kB EAT S &
X, AT 5.

Insoluble particulate matter <6.07> Perform the test
according to Method 2: it meets the requirement.

FHIRANC DOV T, SHRAN DO A PR 3B ISV R 217 5 B h, RO K 9 IZRET 5.

NEMERRLT (608 WEBREATH L&, WETD.

Insoluble particulate matter <6.08> It meets the
requirement.

AR “Disintegration”

FEEME (609 HREREITO L&, WAETD. 272
L, ABREFMIX 10545,

Disintegration <6.09> It meets the requirement. The
time limit of the test is 10 minutes.

TN (609 WV Z BT L CaRBrETT D &
X, WAT5.

Disintegration <6.09> Perform the test using the disk:
it meets the requirement.

FEEME (609 HREREITO L&, WAETD. 272
L, BREFRIL 200 & L, MBIV,

Disintegration <6.09> Perform the test for 2 minutes
without using the disk: it meets the requirement.

REEME (6.09 HRBRZAITO L&, WARTDH. 22
L, AABERRERGE 2 i X 2 RBRI I3l Bh 2 Hv
5.

Disintegration <6.09> It meets the requirement. For
the test with 2nd fluid for disintegration test, use the
disk.

R “Sterility”

M (1060 AT T T4NAF—IEICE YRR
HITH L&, WAETH.

Sterility <4.06> Perform the test according to the
Membrane filtration method: it meets the requirement.

E 75 “Direct inoculation method”

wHM: “Dissolution”

WM (6100 FREBRIRICEEHRBRE 2% 900 mL
RV, S REICEY, B4 50 Bl TRk 21T
5 & E, RGO 45 5O HEIL80%LL ETH 5.

A1z L0, REBREZBG L, HE SR
WA 20 mL LA EZA &0, FL£2 0.45 um LA T
AT T T ANE—TAHBTH. PODHE 10
mL #&&E, RO K VmL # EMEICEDY, 1 mL
HF1ZOO(CaH1sCINO)K) 33 ng & & ek & 725 &
HIWCHRBRIE AN 2 TEMIZ V'mL & U, 3BHATR
L35, BlicEREAOO% 105°CT 2 FRRELHE L,
ZOK 1T mg ZREEICEY, RBRICENL, E
2 100 mL &9 5. Z0iK 4 mL Z1EMICEY,
HENK A2 N4 TIEMEIZ 20 mL & U, EAERK L
% . BT M OFEMERIRIC D &, 2RI ATAR L S B
HEE (229 IZLVRBEEITV, HKE 319 nm (2
BT AIWNE A KR As E R ET 5.

Dissolution <6.710> When the test is performed at 50
revolutions per minute according to the Paddle method,
using 900 mL of 2nd fluid for dissolution test as the
dissolution medium, the dissolution rate in 45 minutes
of AAA Tablets is not less than 80%.

Start the test with 1 tablet of AAA Tablets, withdraw
not less than 20 mL of the medium at the specified
minute after starting the test, and filter through a
membrane filter with a pore size not exceeding 0.45
pm. Discard the first 10 mL of the filtrate, pipet V'mL
of the subsequent filtrate, add the dissolution medium
to make exactly ¥ 'mL so that each mL contains about
33 pg of BBB (C21H1sCINOg), and use this solution as
the sample solution. Separately, weigh accurately
about 17 mg of BBB for assay, previously dried at
105°C for 2 hours, dissolve in the dissolution medium
to make exactly 100 mL. Pipet 4 mL of this solution,
add the dissolution medium to make exactly 20 mL,
and use this solution as the standard solution. Deter-
mine the absorbances, Ar and As, of the sample solu-
tion and standard solution at 319 nm as directed under
Ultraviolet-visible Spectrophotometry <2.24>.
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616

BHYE (610 FHEBRKIZOOZHW, 7r—2RZ )L
—EICEY, KRRECUT/NY) 7 o —A 11—k )L
EH, IRFEOH 2 CULIE ) BEE R > 7 Ty X
XmL CEE L TREBREZITH & &, RLDOXSHO
RHBEIX X% ETHD.

Dissolution <6.10> When the test is performed ac-
cording to the Flow-through cell method, a large cell (or
a small cell), and a pump with (or without) pulsation at
the flow rate of BB mL per minute, using AAA as the
dissolution medium, the dissolution rate in Y minutes
of XXX is not less than CC%.

[B]#5/N 2 47 > M % “the Basket method”

7 v —Z)L—=F )Lk “the Flow-through cell method”

I LY RBRRM R OHMRIE S SRR D56

wHrE (6100 ERKIZAK 900 mL & vy, /SR
JWRIZE D, 57 50 R THERZ1T 5 & %, 50 mg
FED 15 S ORHFRIT 80% LA ETH Y, 100 mg
FED 30 I OEHFIL T0%LL ETH 5.

Dissolution<é.70> When the test is performed at 50
revolutions per minute according to the Paddle method,
using 900 mL of water as the dissolution medium, the
dissolution rates in 15 minutes of 50-mg tablet and in
30 minutes of 100-mg tablet are not less than 80% and
not less than 70%, respectively.

HEEE LT QIEEZREST D5E

EHME (610 BBRKIZOO XmL 2w, XK
JMEICEY, B XEERTHRREZITHY & &, KLD
X0 QEIEX % TH S.

Dissolution <6.70> When the test is performed at RR
revolutions per minute according to the Paddle method,
using VV mL of SSS as the dissolution medium, the Q
value in TT minutes of XXX is YY%

mEs, FERIAICHG O X 91,
DX IR D.

L o W ST 0)

ENFREICL D R D56 ORBEBEEOBTIIT, K

At D OO(CsHAINLO:)#I 0.1 g \ZxfIs T B B A K
BIZEY, RBREMm L, HE SRR K
20mL L E&ZE D, ..

Start the test with an accurately weighed amount of
AAA Granules, equivalent to about 0.1 g of BBB
(C4H7AIN4O5), withdraw not less than 20 mL of the
medium at the specified minute after starting the
test, ...

UMM T DG EITRO LIRS D, L, AT =R BIEICHE ST

WH DDA ITITFORIRERET 5.

WM (610 RERIZIC pH5.5 OV U lRKFE T
NU DA - 7 = UTRERENR 900 mL & AV, vk
—ZMHLT, NREICKY, & 75 nlisCTRER
AT & X, KALD 60 OV 75%LL L TH
D.

Dissolution <6.70> When the test is performed at 75
revolutions per minute according to the Paddle method
using the sinker, using 900 mL of disodium hydrogen
phosphate-citric acid buffer solution (pH5.5) as the
dissolution medium, the dissolution rate in 60 minutes
of AAA Capsules is not less than 75%.

Fro, FHRAFKRO LD ICE#HT L.

OO(C16H17N9O582) D FrR &I KT DA H =R (%)
=Ms X A/ As X V/V X 1,/C X 90
Ms : ANERES, OFFERE [mg ()]

C: 18 D OO(C16H17N905S2) D 7~ & [mg(F)
)]

Dissolution rate (%) with respect to the labeled amount

of AAA (C16H17N9O5S2) = Ms X Ar/As XV I1Vx 1/C% 90

Ms: Amount [mg (potency)] of BBB RS taken

C Labeled amount [mg (potency)] of AAA
(C16H17N905S2) in 1 tablet

tEE A D% &

WHME (6100 ARBRIECIEHRBREE 1 OVEH
FERE 2 Wk 900mL o & AV, S RAEICL Y,
5y 50 [mIE CRER A 1T 5 & &, BRI
B 1EREHAWESEEOARMLO 120 /M ORH =T
5%LL N TH Y, BRI HRERE 2 e iz
BB OARMD 90 5 OWHEIL 80% LI ETHD.

Dissolution <6.10> When the tests are performed at
50 revolutions per minute according to the Paddle
method, using 900 mL each of 1st fluid for dissolution
test and 2nd fluid for dissolution test as the dissolution
medium, the dissolution rate in 120 minutes of AAA
Delayed-release Tablets using 1st fluid for dissolution
test 1s not more than 5%, and that in 90 minutes of
AAA Delayed-release Tablets using 2nd fluid for disso-
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lution test is not less than 80%.

3.20 FDDHER
3.20.1 ZFOHMORBROETE

it/ “Digestion test”, #illi#/] “Acid-consuming capacity test”, PUFMFRER “Antigenicity test”, B
TS ERBR “Abnormal toxicity test”, FE—/L& “Thymol’, ILK:RER “Precipitation test”, 4+
“Molecular mass test”, ;&4 “Molecular mass distribution”, %% & & “Nitrogen content”, # 1\
7 G B “Protein content”, LEIEME “Specific activity”, FEVEIKIE “Isomer ratio”, AALZFHIMERE “Biochem-
ical performance”, ¥ HIPEGE “Biological performance”’s &, SR RN CA &M OV METER I E.H%
53528 BIEH CTh->T, ENDOHADOHRLERLRVWEDEHETHHDTHY, LELEHITHRET

%)

32011 [#] EM&L
BPERE “Tsomer ratio”

BPEREE A 1 mLic= % 2 —/1(99.5) 100 mL
A, WEHAKE 5. RBHAWE 4 pLiIco &,
ROGEMETH A O~ v TTF7 41— (2029 12k
RER ATV, (REFRRR 37 T ICiE L CTHA D
20D — 7 D) BARKFIFHO/N I W FO Y — 7 1
T Aa LOMRFFRFI O REWHF O B — 7 mig A &
MWETDEE, A/ (A+4A)T 02 ~ 0.3 TH5D
ARER G

AR « KFBRA 4 AL

BT A NE3mm, B 160em DN T AE
o, FAa~ N7 4—HAR)=F L7
Va—L20M %235 ALB LT 149 ~ 177
wmmDOHAIa~w NTTT7 4 —RHrA4 Y UL
5%DEETHEL-LOZ FHET 5.

BT KREE : 210°CHHE D —EiRE

FyrUvr—HR . EH

Wi OO0 250 —27 D H L, LIciHT 5
v— 7 OLREFRFHEI DK 35 01272 B &L 9 ITFRE
T 5.

VAT AATE

VAT LOMERE  WEHATK 4 pL iz o0&, EFEo
SUETHIET A L X, 2O — 7 OB
10U ETHS.

VAT AOFBE  BEHEK 4 nLicox, EE
DOFEMTREBEZ 6 FiY KT L&, 200 —
7D, BIHEETAZE—7 O — 27 @D
AR EEYER 221 2.0% L FTH 5.

Isomer ratio To 1 mL of AAA add 100 mL of ethanol
(99.5), and use this solution as the sample solution.
Perform the test with 4 pL of the sample solution as
directed under Gas Chromatography <2.02> according
to the following conditions. Determine the areas of two
adjacent peaks, 4. and Ap, having the retention time of
about 37 minutes, where Aa is the peak area of shorter
retention time and Ay is the peak area of longer reten-
tion time: Aa/(4a + Av) is between 0.2 and 0.3.
Operating conditions—

Detector: A hydrogen flame-ionization detector.

Column: A glass column 3 mm in inside diameter
and 160 cm in length, packed with polyethylene glycol
20M for gas chromatography coated at the ratio of 5%
on acid-treated and silanized siliceous earth for gas
chromatography (149 to 177 pm in particle diameter).

Column temperature: A constant temperature of
about 210°C.

Carrier gas: Nitrogen.

Flow rate: Adjust so that the reaction time of the
peak showing earlier elution of the two peaks of BBB is
about 35 minutes.

System suitability—

System performance: When the procedure is run
with 4 pL of the sample solution under the above con-
ditions: the resolution between the two peaks of BBB is
not less than 1.0.

System repeatability: When the test is repeated 6
times with 4 pL of the sample solution under the above
operating conditions: the relative standard deviation of
the peak area of BBB with the shorter retention time of
the two peaks is not more than 2.0%.

32012 [#] #%EHEBR
KBk “Distilling range”

7ZEHB (257 200 ~ 220°C, 85vol%LL .

Distilling range <2.567> 200 — 220°C, not less than 85
vol%.

3.20.2 #QiaFHBROEEHIE
o REEHOIRIHBA O HEIEE T 5.
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o HAGERR L [F CNERF & 9%

321 BEXIIESDEE

3211 EEBZ

FERRH OFFRR S TE e L

3212 EBZEDORE

FERRH OFFRR S TE e L

32121 HADEERE

FERRH OFFRR S TE e L

3213 ANV BEHEELOEEZE
FERRH OFFRR S E 2 L

3214 BERBHROSEFEMIIFEEDZSDILH
SR OFFRREEA L

3215 REICET 38H

[FRk D 7L TAERRZATV, MET 2.

Perform a blank determination in the same manner,
and make any necessary correction.

2R AT 5.

Perform a blank determination.

3216 FEEICBITIHGEDORESE
HERFH OFFREEEA L
3217 BEDERICET HE0H
HERFH OFFRESEA L
3.21.8
FRHA DR R EH e L
3219 [¥E] EEEOIERHEHI
32191 [¥] BEEICKLDIEHE

BEICE VTRV S HKERE ~EFik (100) BARDHLE

EEE REEdEgEL, TOK0.6g 2 HEIZE
0, MEKEEE: R (100)IRE(S : 1) 40 mL IZ¥ED
L, 0.1 mol/L @GR THE (250 T2 (EMZE
WIEE). RO ETERBREZITY, fMiET 5.
0.1 mol/L #4551 1 mL=68.18 mg
C25H20I2NOs - HC1

Assay Weigh accurately about 0.6 g of AAA, previ-
ously dried, dissolve in 40 mL of a mixture of acetic
anhydride and acetic acid (100) (3:1), and titrate <2.50>
with 0.1 mol/L perchloric acid VS (potentiometric titra-
tion). Perform a blank determination in the same
manner, and make any necessary correction.

Each mL of 0.1 mol/L perchloric acid VS

= 68.18 mg of Ca5H20[2NO3. HCI

Emk ARMEEERL, 08 04g 2 HEICE
v, /K70 mL 2L, 0.1 mol/L KER{LF VU ¥
LR TH—YEENDH YA E THRE (250
95 (BN TR,

0.1 mol/L Kk kb F U 7 Ak 1 mL=44.19 mg
C20H27N30s « HC1

Assay Weigh accurately about 0.4 g of AAA, previ-
ously dried, dissolve in 70 mL of water, and titrate
<2.60> with 0.1 mol/L sodium hydroxide VS from the
first equivalent point to the second equivalent point
(potentiometric titration).

Each mL of 0.1 mol/Li sodium hydroxide VS

= 44.19 mg of C20H27N306.HCI

EEE AWK 1.2g 2REEBICED, AZ /) —/1 30
mL 2L, /K 30mL #h1%, 0.1 mol/L /K&t
TRV T LNETHE (260 THEERE: 72—
NTH VLA FRIR 4TH). FRED 715 CZERBR 21T
W, AIET 5.

0.1 mol/L /Kfg{k7F U 7 A% 1 mL=40.25 mg
C20H27NaOsS

Assay Weigh accurately about 1.2 g of AAA, dissolve
in 30 mL of methanol, add 30 mL of water, and titrate
<2.60> with 0.1 mol/L sodium hydroxide VS (indicator:
4 drops of phenolphthalein TS). Perform a blank de-
termination in the same manner, and make any nec-
essary correction.

Each mL of 0.1 mol/L sodium hydroxide VS

=40.25 mg of C20H27NaOsS

EEE ARWMEGERL, 0K 0.4g 2 REICE
D, K50 mLIZEENL, AiEE 10mL 2%, &

Assay Weigh accurately about 0.4 g of AAA, previ-
ously dried, and dissolve in 50 mL of water. Add 10 mL
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653

654
655

12 0.1 mol/L fil§ig4Rik 50 mL % IEMEIZIN % 7=1%,
HEOMEERE 0.1 mol/L T4 7 VBT VE=Y
LW CIE (2600 THEERE : g7 v E=7 A
S(DFE 2 mL). [FEED HFiETERBREZIT.

0.1 mol/L fE£$R% 1 mL=11.90 mg of KBr

of dilute nitric acid and exactly measured 50 mL of 0.1
mol/L silver nitrate VS, and titrate <2.50> the excess
silver nitrate with 0.1 mol/L ammonium thiocyanate
VS (indicator: 2 mL of ammonium iron (III) sulfate TS).
Perform a blank determination.

Each mL of 0.1 mol/L silver nitrate VS = 11.90 mg of
KBr

EEE ARMAEZEL, F0OK 0.5 g 2REICE
0, MEOKEEERWEER(100)IRIE(4 : 1) 50 mL (Z¥ED
L, 0.1 mol/L i¥g 5[ Cil & (2600 7 5 (Gard
I U RAENAALF Ly NRIK 2T). 72720, TEE
DO RITIR OO N FREAER CEFAILED D
LEETD. AREOGETZERREI T, fIET 5.
0.1 mol/L i@t #H2 1 mL=232.79 mg C17H25NOs -
HCl

Assay Weigh accurately about 0.5 g of Cyclopentolate
Hydrochloride, previously dried, dissolve in 50 mL of a
mixture of acetic anhydride and acetic acid (100) (4:1),
and titrate <2.50> with 0.1 mol/L perchloric acid VS
until the color of the solution changes from purple
through blue-green to yellow-green (indicator: 2 drops
of crystal violet TS). Perform a blank determination,
and make any necessary correction.

Each mL of 0.1 mol/L perchloric acid VS

= 32.79 mg of C17H25NO3.HC1

3.21.9.2 [&E] BAEXICKDIES

TERE KREEGHREL, F0/00.1g 2 BBICE
D, AX ) —IZENL, EMIZ100mL &4 5.
ZOW 10 mL = EMEICEDY, AZJ—NLEMZXT
EREIZ 100 mL £ 9%, FIZZ O 10 mL % Eff
&Y, A%/ —/VEMZ CTEMIZ 100 mL &3
L. ZOWRIZHE, EARTHROLEREE (2229
W2 X 0 RBRAITD, HE 242 nm T O ARK
WRICBITLROLE AZRETS.
OO(CH4203) D E:(mg) =A,/325 X 100000

Assay Weigh accurately about 0.1 g of AAA, previ-
ously dried, and dissolve in methanol to make exactly
100 mL. Pipet 10 mL of this solution, and dilute with
methanol to make exactly 100 mL. Pipet 10 mL of this
solution, and dilute again with methanol to make ex-
actly 100 mL. Determine the absorbance, A, of this so-
lution at the wavelength of maximum absorption at
about 242 nm as directed under Ultraviolet-visible
Spectrophotometry <2.24>.

Amount (mg) of AAA (CarH4203) = A/325 x 100,000

32193 [#] &E/OR TS5 T74—I2& B85S
(421

k7 n< 757 4 —DORLHIEZSR)

ERE R 20 EE LD, TOEEEREEIC
B, BHRETD. OO(CaH1sCINO)HK 0.6 g 12
KNI HEEEEICEDY, A ¥ /—/1 120 mL ZI0
Z T 20 IR VIBE 1%, A ¥/ — &2 TIE
ez 200 mL &%, ZOREELEEL, FER
AL, WOD 5110 mLEZBRE, kD Ak 2 mL
ZIEMEIZE®Y , WA 1 mL % ERECinz, =
\CAZ ) —N%EMMAT50mL & L, #BhaikE
5. BCEEHOO% 105°CT 2 RffEgzE L, =D
#30 mg ZHEEBICEY, AX ) —VENL, 1E
Tl 25 mL &4 5. ZO# 5 mL ZEMICEY,
PAEHE A 1 mL 2 EREICNZ, FIZA X/ —L %
Mz T50mL & L, EEHEERE T2, RBHAKRLK
OEAESRHE 10 pL o &, IROSETHRZ n< b
77 40— (200 \ZXOEBREIT, NEREDE
DY —7 KT 5000 —7 HEDOL ¢ &
N grERkdD.
OO(C21H15CINOs) D E:(mg)

=Ms X @/ € X 20

Ms : EEAOODOFE & (mg)
PEEHEVSTE ST 4 X VR BFEBA~F DAL

Assay Weigh accurately the mass of not less than 20
AAA Tablets, and powder. Weigh accurately a portion
of the powder, equivalent to about 0.6 g of BBB
(C21H18CINOg¢), add 120 mL of methanol, shake for 20
minutes, and add methanol to make exactly 200 mL.
Centrifuge this solution, filter the supernatant liquid,
discard the first 10 mL of the filtrate, pipet 2 mL of the
subsequent filtrate, add exactly 1 mL of the internal
standard solution, add methanol to make 50 mL, and
use this solution as the sample solution. Separately,
weigh accurately about 30 mg of BBB for assay, previ-
ously dried at 105°C for 2 hours, and dissolve in meth-
anol to make exactly 25 mL. Pipet 5 mL of this solu-
tion, add exactly 1 mL of the internal standard solu-
tion, add methanol to make 50 mL, and use this solu-
tion as the standard solution. Perform the test with 10
pL each of the sample solution and standard solution
as directed under Liquid Chromatography <2.07> ac-
cording to the following conditions, and calculate the
ratios, @r and @k, of the peak area of BBB to that of
the internal standard.
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J — VEEIR(1—250)
BRI
AR« SN EEEGAER K 254 nm)
BT A NEE4.6mm, X 25ecm DAT U LA
B pm DIRK 7 o~ 7o 7 4 —HA 7 #
TNV L) BV EFRIET A,
T LB 40°CHTT O — EIRE
BENE - HEE2(100) 6 g 127Kk A H1 %2 T 1000 mL &
LG, WefgT R U o A=Kk 1.36 g &
7K 100 mL IZ¥EN LR &2 N4 T pH 3.2 IZFA
B4, 20 200 mLI27 & =K VUL 300
mL %Nz 5.
diE : OODREFRFRI K 7 312725 X 5123
L N
VAT LA
AT AOMRE  OOT5mg KA » KA HZ Y
v 75mg %, AX—/L50mLIZENT. =
DR 4 mL IZNEERERHE 1 mL 2%, B2 A
X )= Z Mz CT50mL &9 5. Z Dk 10 uL
IZoE, EEoSKETERET D EE, OO, 4
YRAF T, NEEWEOIRIZEH L, OO
EAVRAZ VRS v RA R ENEE
WWE OSBRI, ThEN 33U LETHD.
VAT AOFEBLME R 10 uL 2o X, ki
DM CRERE 6 MR KT L &, NIZEEYH
DY —7miEIZT 5000 — 7 mED
DOFFEHERAEIT 1.0% U T TH 5.

Amount (mg) of BBB (C2:H1sCINOg)

= Ms x /s x 20
Ms: Amount (mg) of BBB for assay taken
Internal standard solution—A solution of hexyl para-
hydroxybenzoate in methanol (1 in 250)

Operating Conditions—

Detector: An ultraviolet absorption photometer
(wavelength 254 nm)

Column: A stainless steel column 4.6 mm in inside
diameter and 25 cm in length, packed with octade-
cylsilanized silica gel for liquid chromatography (5 pm
in particle diameter).

Column temperature: A constant temperature of
about 40°C.

Mobile phase: To 6 g of acetic acid (100) add water to
make 1000 mL, and adjust to pH 3.2 with a solution of
1.36 g of sodium acetate trihydrate in 100 mL of water.
To 200 mL of this solution add 300 mL of acetonitrile.

Flow rate: Adjust so that the retention time of BBB
is about 7 minutes.

System suitability—

System performance: Dissolve 75 mg of BBB and 75
mg of indometacin in 50 mL of methanol. To 4 mL of
this solution add 1 mL of the internal standard solu-
tion, and add methanol to make 50 mL. When the pro-
cedure is run with 10 pL of this solution under the
above operating conditions, BBB, indometacin and the
internal standard are eluted in this order with the res-
olutions between the peaks of BBB and indometacin
and between the peaks of indometacin and the internal
standard being not less than 3, respectively.

System repeatability: When the test is repeated 6
times with 10 pL of the standard solution under the
above operating conditions, the relative standard devi-
ation of the ratio of the peak area of BBB to that of the
internal standard is not more than 1.0%.

ERIE AR 20M% &V, /K 100 mL 0% CTHA
B, BrRDEERNS, BEHAERIZL Y5
WS-, BEHEEZ N CIEMIZ 1000 mL &

L, 60 0N EEES. ZoiREzmLHEEL, O
O(C20H25CIN205 + CsHe039)#) 0.7 mg (kI hnd 5
REOLERZ EMICEY, NIEERR 5 mL % 1E
TN Z 7%, BEMEZ N2 T 256mL & L, RERE
ReET5. BNcOOERERGEE TOO) LFEED
FIETHKSy (248 ZWE L TEL)K 35 mg &k
BICEY, BEMHICE L, EMEIC 250 mL &9
5. ZOR5mL #1EMICEY, NERERK 5 mL
ZIEREICMZ 721, BEfHZM2T25mL & L,

FEAEVAIR & 5 . SUBHA IR B OMEHEYAHR 20 pL 122
&, WOLEBTHIKZ v~ vN7F7 40— (20D
FOEBREIT, WEEWEO B — 7 mfEICk T 5
ANDE— 7 HEOl r D ERDD.

Assay To 20 AAA Tablets add 100 mL of water to
disintegrate, disperse with the aid of ultrasonic waves
with occasional shaking, add the mobile phase to make
exactly 1000 mL, and shake for 60 minutes. Centrifuge
this solution, pipet a volume of the supernatant liquid,
equivalent to about 0.7 mg of BBB
(C20H25CIN205.CsHs03S), add exactly 5 mL of the in-
ternal standard solution, add the mobile phase to make
25 mL, and use this solution as the sample solution.
Separately, weigh accurately about 35 mg of BBB RS
(separately, determine the water <2 48> in the same
manner as BBB), and dissolve in the mobile phase to
make exactly 250 mL. Pipet 5 mL of this solution, add
exactly 5 mL of the internal standard solution, add the
mobile phase to make 25 mL, and use this solution as
the standard solution. Perform the test with 20 pL
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OO(C20H25CIN205 + CeHeOsS) D E:(mg)

= Ms X /@ X 1750

Ms : Bk$ R L 7= OO Fi OB (mg)
WIRHEYIE T4 X UV REEBRA Y TTFLVOR
B FA A (3—20000)

each of the sample solution and standard solution as
directed under Liquid Chromatography <2.07> accord-
ing to the following conditions, and calculate the ratios,
@r and @k, of the peak area of CCC to that of the in-
ternal standard.
Amount (mg) of BBB (C20H25CIN205.CsHe03S)
= Ms x Gh/Gs x 1/50
Ms: Amount (mg) of BBB RS taken, calculated on the
anhydrous basis
Internal standard solution—A solution of isobutyl
parahydroxybenzoate in the mobile phase (3 in 20,000)

EEE A DOO(C22H24CINO « HCD#J 2 mg
ICXST D EAZREEICEY, 0.1 mol/L HEEERIK
50mL Z N %x T 20 ;rfBERAB L, =% /) —L

(99.5) 40mL Z/Nx 7=, WIEMEREHK 5 mL = 1F
ez, Fizo& 2 —1(99.5)% 1z T 100 mL
ET D ZoREEGIEEL, FREREZRBHAR &
T5. BlicEEAOO% 105°CT 2 Bl L, %
D) 50 mg ZREBEICEY, KIZENL, IEREIC 50
mL &%, Z0O#% 10 mL ZIEMEICEY, 0.1 mol/L
Yk 2 CIEMEIZ 50 mL & 975, Z 0k 10
mL Z1FREIZE Y, 0.1 mol/L ¥k 40 mL K Y
T & ) —1(99.5) 40 mL Wz 7-1%, PIEYERIKE 5
mL 2 EfRECINZ, Flzm& 2 —1(99.5)% 1% T
100 mL & U, E¥ERELE 95, RENAR L OEHE
AR 20 nLIC o &, ROFKMN TRk v~ 7o 7
74— (20D ZXVRBREIT, NIEEYEOE—
Z RIS TDAADE— V7 HREDO L @ Y @
EZRDB.
OO(C22H24CIN30 - HC) ® #:(mg)

= Ms X /6 X 1/25

Ms : FEAOODOFEHE (mg)
PIEHEIRIRE T X U ERER —2— =T /L~
VL 02gxETH ) —(99.5)Z% AL, 100 mL &
T 5.

Assay Weigh accurately an amount of AAA Granules,
equivalent to about 2 mg of BBB (C22H24CIN3;0.HCD),
add 50 mL of 0.1 mol/L: hydrochloric acid TS, treat with
ultrasonic waves for 20 minutes, add 40 mL of ethanol
(99.5), add exactly 5 mL of the internal standard solu-
tion, and add ethanol (99.5) to make 100 mL. Centri-
fuge this solution, and use the supernatant liquid as
the sample solution. Separately, weigh accurately
about 50 mg of BBB for assay, previously dried at
105°C for 2 hours, and dissolve in water to make ex-
actly 50 mL. Pipet 10 mL of this solution, and add 0.1
mol/LL hydrochloric acid T'S to make exactly 50 mL. Pi-
pet 10 mL of this solution, add 40 mL of 0.1 mol/L hy-
drochloric acid TS and 40 mL of ethanol (99.5), add
exactly 5 mL of the internal standard solution, add
ethanol (99.5) to make 100 mL, and use this solution as
the standard solution. Perform the test with 20 pL
each of the sample solution and standard solution as
directed under Liquid Chromatography <2.07> accord-
ing to the following conditions, and calculate the ratios,
@r and @k, of the peak area of CCC to that of the in-
ternal standard.
Amount (mg) of BBB (C22H24CIN50.HCI)

= Ms X @/ @k x 1/25
Ms: Amount (mg) of BBB for assay taken
Internal standard solution—Dissolve 0.2 g of
2-ethylhexyl parahydroxybenzoate in ethanol (99.5) to
make 100 mL.

EEE AR K OCOORERER BIIEAR S & Rk D5
R (240 ZWE L TH K 20 mg T
OEREEIZEY, ENENEKIZENL, EFEIC
100 mL & U, #EHAR M OFRERIR & 5. B
AR B OEMEAR 10 pL 2 2 IEFEIC & D, IRD S
TR v~ 27T 71— (201 IZL V%
TV, ZNENDBRDOANAD E— 7 [fifh Ar LY As
ZMETS.
OO(C18H32CaN2010) D E:(mg)

=Ms X Ar/ As

Ms - FEIRIZHR L7 O ORE M OFFEUE (mg)

Assay Weigh accurately about 20 mg each of AAA and
AAA RS (separately determine the loss on drying
<2471> in the same conditions as AAA), dissolve each in
water to make exactly 100 mL, and use these solutions
as the sample solution and the standard solution, re-
spectively. Perform the test with exactly 10 puL each of
the sample solution and standard solution as directed
under Liquid Chromatography <2.07> according to the
following conditions, and determine the peak areas, Ar
and As, of BBB in each solution.
Amount (mg) of AAA (CisH32CaN2010)

= Ms x Ar/As
Ms: Amount (mg) of AAA RS taken, calculated on the

43




656
657

658

dried basis

32194 [#] ARY/AT IS 74—I2kBBE
(422 Ao~ NTT7 4 —DRIHESR)

ERE ARBEOCOOERELK 0.1 g T O & EHEIC
Y, TNEIUCNIERERHR 5 mL % ISz 7=
%, =& =995/ LT 100 mL & L,
BHRIE K ONEYETR IR & 35 . sBHA R B OEEAI
20 L IO %, ROFEMTH A a~ NI T 7 41—
(202 \ZXVEBRZITV, NEEME O — 7 H
B+ 2000 —7 WOk @r kO @s %K
5.

OO(C1oH160) D E(mg)=Ms X v/ 6

Ms : OQOREAES OFFHUE (mg)

WEEHEIRIE U FERAF L DT K ) — VIR
(99.5) (1—25)

B
MRS © KBRA A AR SR

HT7h N 3Smm, ESM3mDOlTTRE
2, Ixrma~< NI 7 4—HR)V=F LT
Jo—)L 20M 23T HLBE L 7= 180 ~ 250
ymOHAIa~v NI 7 4 —HrA4 YUt
10%DEETHWELZ LD A FET 5.

T LEE 160 CHHa o —EiiE

Xy VY —HR: 2HE

i . OO DOREFRE A 6 /712725 X 5 IZFf
BT 5.

VAT LEATE

AT LOVERE MR 2 pLiz o E, BRI
S CTEET B & X, OO, NIEEYEDIEIZ
WL, ZOSBEX T ETHD.

VAT LAOFENM  EEERK 2 pLicoE, BE
DFEMTRE % 6 [BlifuR 4 & X, NEEEYE
DOE— 7 HEICRT 500D — 7 mfED
DAMEHERZIL 1.0% L FTH 5.

Assay Weigh accurately about 0.1 g each of AAA and
AAA RS, add exactly 5 mL each of the internal stand-
ard solution, dissolve in ethanol (99.5) to make 100 mL,
and use these solutions as the sample solution and the
standard solution. Perform the test with 20 puL each of
these solutions as directed under Gas chromatography
<2.02> according to the following conditions, and cal-
culate the ratios, @r and @, of the peak area of AAA to
that of the internal standard.

Amount (mg) of AAA (C10H160) = Ms X @1/ Gk

Ms: Amount (mg) of AAA RS taken

Internal standard solution— A solution of methyl sali-
cilate in ethanol (99.5) (1 in 25).

Operating conditions—

Detector: A hydrogen flame-ionization detector.

Column: A glass column about 3 mm in inside diam-
eter and about 3 m in length, packed with 10% of poly-
ethylene glycol 20M for gas chromatography supported
on 180 to 250 pm mesh silanized siliceous earth for gas
chromatography.

Column temperature: A constant temperature of
about 160°C.

Carrier gas: Nitrogen

Flow rate: Adjust so that the retention time of AAA
is about 6 minutes.

System suitability—

System performance: When the procedure is run
with 2 pL of the standard solution under the above op-
erating conditions, AAA and the internal standard are
eluted in this order with the resolution between these
peaks being not less than 7.

System repeatability: When the test is repeated 6
times with 2 pL of the standard solution under the
above operating conditions, the relative standard devi-
ation of the ratio of the peak area of AAA to that of the
internal standard is not more than 1.0%.

32195 [#] EYVEOBEYENHERERELICKLDBE

EEIE ROFIEIZIE, FUAEME OMEDF) ]
iFERIE (402 OMEYEHIEIC L0 EBRE1T .
(i) #BAE Staphylococcus epidermidis ATCC
12228 AW 5.

(i) ZEBAL T MR ORI T i
T RoBE10g, X7 b 60g HATFR15g,

WAk 2 3.0g, #H{LFRYUTL100g BT
> 15.0 g LUK 1000 mL Z#EF L, JRET 5. K
BE%EDOpHIL 7.8 ~ 8.0 LT 5.

(i) FEBREBHH D 7 U B HI(2) D 2)

iZHW5.

Assay Perform the test according to the Cylin-
der-plate method as directed under Microbial Assay for
Antibiotics <4.02> according to the following conditions.
(i) Test organism — Staphylococcus epidermidis ATCC
12228
(i) Agar media for seed and base layer—

Glucose 1.0 g

Peptone 6.0 g

Meat extract 1.5 g

Yeast extract 3.0 g

Sodium chloride 10.0 g
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(iv) HEUEWRIK 7o ¥~ A 3 TR YE K
25 mg(FMNIZ KIS % BAREEICREY, pH8.0 D
0.1 mol/L V > AR IZ A D L CIEREIC 25 mL
LU, MEHERR &3 5. ARMERURIE 15°CLATICER
FL, 30 BUAPICHEA T, R, FEYE Rk &
ZIEMEIZE Y, pH 8.0 ™ 0.1 mol/L U > FeHT#EEIR
ZMZ T 1 mL HIic 4 pgOIi) & O 1 pgChf) & &
TolR 2 L U, o P A MR B OMIR IR FEAZE Y PR TR
LT 5.

(v) BBHAK AWK 25 mg(IMAN IG5 &
ZFEBICEY, pH 8.0 ® 0.1 mol/L U Wt kB
WAL CIEREIC 26 mL 245, ZOWEE % IE
Welc &Y, pH 8.0 ® 0.1 mol/L U - Feta k&1 &k %
ZC 1 mL H1Z 4 ngUi) LY 1 pg(Ufii) & & Tk
ZIRELL, iR R SRR & ORI B R HAR & 3
5.

Agar 150 g

Water 1000 mL
Mix all the ingredients, and sterilize. Adjust the pH of
the solution so that it will be 7.8 to 8.0 after steriliza-
tion.
(iii) Agar medium for transferring test organisms — Use
the medium ii in 2) Medium for other organisms under
(2) Agar media for transferring test organisms.
(iv) Standard solutions — Weigh accurately an amount
of Gentamicin Sulfate RS, equivalent to about 25 mg
(potency), dissolve in 0.1 mol/L phosphate buffer solu-
tion (pH 8.0) to make exactly 25 mL, and use this solu-
tion as the standard stock solution. Keep the standard
stock solution at 15°C or lower, and use within 30 days.
Take exactly a suitable amount of the standard stock
solution before use, add 0.1 mol/Li phosphate buffer
solution (pH 8.0) to make solutions so that each mL
contains 4 mg (potency) and 1 mg (potency), and use
these solutions as the high concentration standard so-
lution and the low concentration standard solution,
respectively.
(v) Sample solutions —Weigh accurately an amount of
Gentamicin Sulfate, equivalent to about 25 mg (poten-
cy), and dissolve in 0.1 mol/L phosphate buffer solution
(pH 8.0) to make exactly 25 mL. Take exactly a suita-
ble amount of this solution, add 0.1 mol/L phosphate
buffer solution (pH 8.0) to make solutions so that each
mL contains 4 mg (potency) and 1 mg (potency), and
use these solutions as the high concentration sample
solution and the low concentration sample solution,
respectively.

3.22 Bk

o SO TIIPRAFRM L AR ORLBIER I 5.

ik
RAFRM WL TREFT 5.

Containers and storage
Containers—Hermetic containers, and colored con-

Kan BEHEZD. RLIIEOARREHEHT 5 & | tainers may be used.
NTED. Storage—Light-resistant.
BRI BRE 825 TEHRL URFTS. Storage—Under Nitrogen atmosphere.
BRIP4 R LT, 225 % (4% CEM L T | Storage—Light-resistant, under Nitrogen atmosphere.
7 5%.
PRIFSRM MR LRI & A E 2T 50, X | Storage—Light-resistant, almost well-filled, or under
TR x [€5%) CTERL URGFT S Nitrogen atmosphere.
BRAFSME WL LT, Wi &S 5°CLL T CRT777 | Storage—Light-resistant, not exceeding 5°C avoiding
5. freezing.
BE KA hermetic containers
KB A tight containers
RS well-closed containers
N U 7= RIE R tight, light-resistant containers

%
L 4 8 B 7 5

metal cylinders

e WEHREG. KL, 7T AT 7 BORMEES

ARGzl 5Z ENTES.

Containers — Hermetic containers. Plastic containers
for aqueous injections may be used.
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3.23 AZHHAM

o BANZEBWT, AR expiration date WHWSHIL TS, HAFBR CIXAMIR EHYMRH 5

7=, AEhHIEIZIE shelf life 2 AW 5.

ARG 24 &

Shelf life 24 months after preparation.

AR KGR 12 & .

Expiration date 12 months after preparation.

3.24 FDih

3241 FEOERICEITHFRA
FEER A OFFRREE L.

4, B/AEHOOR TS 74—XIFARIYOT TS5 74 —2RAWBBEORT

41 BEEHEHE
JERAH O IE L L.

42 HEBREHOTRHEBEERURTS

421 H@HIOT T 57 14—DREH

1) kHi#s

FRHLES - AR (R ER K : 226 nm) Detector: An ultraviolet absorption photometer
(wavelength: 226 nm).

SR  FTHEEEE QR & 440 nm &} | Detector: A visible absorption photometer (wavelength:

570 nm) 440 and 570 nm).

MRHER - Y ER (IR E - 281 nm, HOEH Detector: A fluorophotometer (excitation wavelength:

£ : 305 nm) 281 nm, fluorescence wavelength: 305 nm).

MHEs . 74 NEA A — F7 LA B HEESGHIER
£ :265nm, A7 MUVHIEHF : 210 ~ 400
nm)

Detector: A photodiode array detector (wavelength: 265
nm; spectrum range of measurement: 210 — 400 nm).

2) N7 L

HT LN 8Smm, BX 15ecm DAT > L RAEI
S5um DRIk v~ NI 7 4 —fA s FTF Ly
VAL U B F NV & RS 5.

Column: A stainless steel column 8 mm in inside
diameter and 15 cm in length, packed with
octadecylsilanized silica gel for liquid chromatography
(5 um in particle diameter).

HT7 AR 46mm, X 50cm DAT VL AE
1211 pm DR a~ v 77 7 4 — R VBl
A A 2R (GG E 6%) % IR T 5.

Column: A stainless steel column 4.6 mm in inside
diameter and 50 cm in length, packed with gel type
strong acid ion-exchange resin for liquid
chromatography (degree of cross-linkage: 6%) (11 pm in
particle diameter).

3) BT LIE

7T LIREE ¢ 40°CAHI T D —EIRE

Column temperature: A constant temperature of about
40°C.

4) a4 v

FitaA/ : N 05 mm, X 20m ORY 7 b
FNFaTF LT a—T

Reaction coil: A polytetrafluoroethylene tube 0.5 mm in
inside diameter and 20 m in length.

5) wHEl=A I

WHlaA L N 0.3 mm, X 2m ORI T RT
JrtuexFlLroFa—7

Cooling coil: A polytetrafluoroethylene tube 0.3 mm in
inside diameter and 2 m in length.

6) BEMH

BEIHE : #Hd7= Y UEE(1—-1000), T b=k UL
1RIK3 1 2)

Mobile phase: A mixture of diluted phosphoric acid (1
in 1000) and acetonitrile (3:2).

BEFE : 1— X F U ANVRUEET ) A 870 g

Mobile phase: Dissolve 8.70 g of sodium
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686

KK R Y 7 4 8.52 g 7K 980 mL IZIA

ML, BiEEQ100)&2 Mz T pH 4.0 IZFHE L=, K
ZMZT 1000 mL &4%. Z 0k 230 mL (2 A #
J—n20mL #iNz 5.

1-pentanesulfonate and 8.52 g of anhydrous sodium
sulfate in 980 mL of water, adjust to pH 4.0 with acetic
acid (100), and add water to make 1000 mL. To 230 mL
of this solution add 20 mL of methanol.

BEMMHA: VU KEST MY UL TKIY 15.6
g %7K 1000 mL [Z¥H .
BEFHEB: K/ 7t =Y ILRKQ 1)

Mobile phase A: Dissolve 15.6 g of sodium dihydrogen
phosphate dihydrate in 1000 mL of water.
Mobile phase B: A mixture of water and acetonitrile

(1:).

7) BEMHD LK

BEAO R - BEIMH A XOBEIMHE B OREL %
RO LD IR THREABHIE S 5.

HEAZORH  BEHA  BEEB
(%) (vol%) (vol%)
0~5 70 30
5~ 35 70 — 40 30 — 60
35 ~ 65 40 60

Flowing of mobile phase: Control the gradient by
mixing the mobile phases A and B as directed in the

following table.
Time after Mobile phase A Mobile phase B
injection of (vol%) (vol%)
sample (min)
0-5 70 30
5-35 70 — 40 30 — 60
35—-65 40 60

8) BUGIRE

BOSIRLEE + 100°CAF D — E i

Reaction temperature: A constant temperature of about
100°C.

9) WAHNRE

WHNEE © 15°CAHT D —E 1

Cooling temperature: A constant temperature of about
15°C.

10) Jia

ik : OODLRFFRERHIANK) 20 431272 % & 9 (273
+5.

Flow rate of mobile phase: Adjust so that the retention
time of AAA is about 20 minutes.

545 1.0 mL (OO DO RFFRI#T 33 4))

el = N
i

Flow rate: 1.0 mL per minute (the retention time of
AAA is about 33 minutes).

11) BOSHE &

| G : 54> 1.0 mL

| Flow rate of reaction reagent: 1.0 mL per minute.

12) AR E DA

HERTHERP « IO B — 27 0% 5 OO0 DMREf
IR D) 2 5 D HiPH

Time span of measurement: About 2 times as long as
the retention time of AAA, beginning after the solvent
peak.

R E R AUBHATRIE AR 40 43 [H]

Time span of measurement: For 40 minutes after
injection of the sample solution.

HRHERDE - WO v — 7 OB BIEA T5 5
ENS

Time span of measurement: For 75 minutes after

injection, beginning after the solvent peak.

422 ARHLOARNITSI74—DRIEH

1) MR
RHER © KBRA F Abltds Detector: A hydrogen flame-ionization detector.

MRitiEs - BVRE B AR

Detector: A thermal conductivity detector.

Bitids R dTEt

Detector: A differential refractometer.

2) BTN

BTN 3Smm, ESH1mOb T AEIC
150 ~ 180pym O H A7 u~< v 777 4 —H%4L
PRF LYy — Do AR P HEASRCEH LR
0.3 ~ 0.4um, 50 m¥g UL F)& T 5.

Column: A glass column about 3 mm in inside diameter
and about 1 m in length, packed with porous
styrene-divinylbenzene copolymer for gas

chromatography (0.3 — 0.4 um in mean pore size, not
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690

691

692

693

694

695
696

697
698
699
700
701
702
703
704

705
706

exceeding 50 m?/g) (150 — 180 pm in particle diameter).

HT7L NE3Smm, BEX 1.5m DN T AEIZH A
su< 777 4—=H50%7 ==/L—AF)L
a—2 R ~—% 180 ~ 250 pm O H A7 < |k
757 4=y AT 1 ~ 3%DEIE THWE
L72bDE T 5.

Column: A glass column 3 mm in inside diameter and
1.5 m in length, packed with 180 to 250 pm siliceous
earth for gas chromatography coated in 1 to 3% with
50% phenylmethyl silicone polymer for gas
chromatography.

HI7AH R0 mm, £X15mD 72— Ky
U BEONEICH A a~ N T 7 4 —HBE%Y 7
=)L 95% VU AFIILRY a2 EE 0.25
pm THET S, 72, N2 053 mm, EX2m D
HRMEARTENE T 2 — X RV ) BB E T — BT A

ELTHERTA.

Column: A fused silica column 0.25 mm in inside
diameter and 15 m in length, coated the inside surface
with 5% diphenyl-95% dimethylpolysiloxane in 0.25 pm
thickness. Use a middle polar inertness fused silica
column 0.53 mm in inside diameter and 2 m in length
as a guard column.

3) T LIRE

H T KR 210°CHHT D — E R

Column temperature: A constant temperature of about
210°C.

BT LRSE - T0C%E 2 53 MRFF L7tk #55 5CT
240°CE THIR L, 240C% 5 73R FFT 5.

Column temperature: Maintain at 70°C for 2 minutes
after injection, raise the temperature to 240°C at a rate
of 5°C per minute, and maintain at 240°C for 5
minutes.

4) EAARE

| EA R : 140C

| Injection port temperature: 140°C

5) &R

[ Heis2iRsE © 250C

| Detector temperature: 250°C

6) ¥y UP—H=R

[ Fx U ¥—HA:~U TN

| Carrier gas: Helium.

7) i
Vi : 35 cm/fb Flow rate: 35 cm per second.
& OODREFFEEINK 10 2301272 5 X 9 IZFH%E | Flow rate: Adjust so that the retention time of AAA is

T5.

about 10 minutes.

8) A7V vy bk

A7 Yy b A7 v FLA

Split ratio: Splitless.

A7V v 120

Split ratio: 1:20.

9) IHIFE N E A

HFEHEHPH © OO DORFFIREH D) 1.5 £ DO HH

Time span of measurement: About 1.5 times as long as
the retention time of AAA.

43 LRATLEEM
431 H#®

FER A ORF R HIE R L
432 YARATLEGHORMHEER
FER A ORF R HIE R L
4321 BHORER

BEER A ORFLFEHEZ L
4322 SRTFLDMERE

FER A ORF R HIE R L
4323 YRATFLOERM
PR O R L IE R L
433 LYRATFLEBEEMOREH
4331 —EMGREA
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(B1]  EEkL

VAT LOVERE - AEHEYRIR 10 pLIZ o X, RO
HTEET D L&, OO, NEEYEOIEIZEH
L, TODBEEIZS U ETHD.

AT LOFBME R 10 pL iz o, EFo
S CRBRE 6 [HliR IR & &, NIZEME OB —
7 ERBICKTT 5 O0 M v — 7 mE D b O A 1 %
R7ZEIL 1.0%LL T ThH 5.

System performance: When the procedure is run with
10pL of the standard solution under the above
operating conditions, AAA and the internal standard
are eluted in this order with the resolution between
these peaks being not less than 5.

System repeatability: When the test is repeated 6
times with 10uL of the standard solution under the
above operating conditions, the relative standard
deviation of the ratio of the peak area of AAA to that of
the internal standard is not more than 1.0%.

(Bl2] JE&E

VAT LOMRE - OO10 mg % # 8 7= 3 mol/L YE ik
i (1—100) 20 mL (ZE L7 1 mL # =& 1,
)72 3 mol/L AR (1—100) % 1 2 T 20 mL
EF S TR 10 pL Iz X, LRSS CHEES
HEE, AN, HFREEROIRIZEH L, ED055HE
EIX3UETHS.

System performance: Dissolve 10 mg of AAA in 20 mL
of diluted 3mol/L hydrochloric acid TS (1 in 100). To 1
mL of this solution add diluted 3 mol/L hydrochloric
acid TS (1 in 100) to make 20mL. When the procedure
is run with 10pL of this solution under the above oper-
ating conditions, BBB and an enantiomer are eluted in
this order with the resolution between these peaks be-
ing not less than 3.

(B3]  HlAERER

K H O - BEYERRHE 2 mL # TEMICEY, pH 4.0
DY U ERYTRREETR & M % CIEREIZ 20 mL &3 5.
ZO 10 pL 557000 B — 7 mfE), YR
WOOODOE—7HED 7T ~ 13%IZhDZ L%
HRT 5.

AT LAOVERE  BEEREIK 10 pLizoE, FFEROS
HTEET S X, OOD Y — 27 OB L Y
AN —REIE, FRER 83000 Bl E, 2.0 PL
TTHD.

VAT AOFBIME  AEERE 10 pL iz X, B
iR E 6 RV IET L&, OOD Y — 7 HHE
DM EEERZEL 2.0% U T TH 5.

Test for required detectability: To exactly 2 mL of the
standard solution add phosphate buffer solution (pH
4.0) to make exactly 20 mL. Confirm that the peak area
of AAA obtained with 10uL of this solution is equiva-
lent to 7 to 13% of that with 10 pL of the standard so-
lution.

System performance: When the procedure is run with
10uL of the standard solution under the above operat-
ing conditions, the number of theoretical plates and the
symmetry factor of the peak of AAA are not less than
3000 and not more than 2.0, respectively.

System repeatability: When the test is repeated 6
times with 10uL of the standard solution under the
above operating conditions, the relative standard devi-
ation of the peak area of AAA is not more than 2.0%.

(] 4] HEERBR (S A T 2 A PR BR VA R)
MR ORERE - FEHNATR 1 mL (ZBEIFE 212 C 100 | Test for required detectability: To 1 mL of the sample

mL &L, VAT AHEAHRBRABRRET S, VA
T LA TERB R 1 mL # EfEICE Y, BEHE
ZINZCIEMIZ20mL &35, Z0O#E 20 uL 205
B-O0D Y — 7 HEN, v AT AiEe R AR
HBOOODE—7 HED 3.5 ~ 6.5%I27DHZ &
BHERT D,

solution add the mobile phase to make 100 mL, and use
this solution as the solution for system suitability test.
Pipet 1 mL of the solution for system suitability test,
and add the mobile phase to make exactly 20 mL. Con-
firm that the peak area of AAA obtained with 20uL of
this solution is equivalent to 3.5 to 6.5% of that with 20
pL of the solution for system suitability test.

4332 TLRTFLOMRE] ICEAT 5t =REEH

1) WHIE, SEEER O A N —ARBERET 256

VAT LOMRE  OOKTVAAZEEL Y, BEIH
A%MZT1mLFIZZENEI0.02 mg % &Ik %
IS, o 100 pLico &, EERoLM T
ET 25L&, AN, OODIEIZIEM L, ZOoBfEeE

System performance: To a suitable amount each of
AAA and BBB add the mobile phase A to make a solu-
tion so that each mL containes 0.02 mg. When the pro-
cedure is run with 100 pL of this solution under the
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714

715

716
717

14 ETHY, OODOE—r Dy A MY —1%
HIZ15LUTTHD.

above operating conditions, BBB and AAA are eluted in
this order with the resolution between these peaks be-
ing not less than 14, and the symmetry factor of the
peak of AAA is not more than 1.5.

2) WHIE, B, HERBELE O A M) —REEHET 558

O00Xg KRAAAXg 2000 XmL IZEAD

T ZOWXpLIZoE, ROSHBETERET D L
X, 000, AAADNEICEH L, FO4EEEE X X
CLEThy, OO0 — 7 OBHEE LY v A
MU —£REIE, ENENXBLL L, X XELFTh 5.

Dissolve M g of XXX and N g of YYY in V mL of SSS.
When the procedure is run with W pL of this solution
under the above operating conditions, XXX and YYY
are eluted in this order with the resolution between
these peaks being not less than AA, and the number of
theoretical plates and the symmetry factor of the peak
of XXX are not less than TT and not more than BB,
respectively.

VAT AOMERE : OOZEHES, 2mg M RA ABmg %
Y, pH7.0 D 0.1mol/L U v FEH RGN 10mL 12
Wy . ZosuL iz 2%, EROFKMCHRIET
Hlx, ARIIHMELIZAADE—T 1, B—27 2,
00, AADE—7 3, ¥—7 4DIEICIELL, A
ADE—7 2 LOODEEEN 1.2 I ET, OOD
v— 7 QBB L N o A N —REEENE
712000 ERLL B, 15 L FTHS.

System performance: Dissolve 2 mg of AAA RS and 5
mg of BBB in 10 mL of 0.1 mol/L phosphate buffer
solution (pH 7.0). When the procedure is run with 5 pL
of this solution under the above operating conditions,
peak 1 and peak 2 of BBB separated into 4 peaks, AAA,
peak 3 and peak 4 of remaining BBB are eluted in this
order. The resolution between the peak 2 and AAA is
not less than 1.2. The number of theoretical plates and
the symmetry factor of the peak of AAA are not less
than 2000 and not more than 1.5, respectively.

3) WY BERRWE R VIO BERB B O A N R E R ET S5

VAT AOPERE ¢ BEEUERTE 10 pL iz o0&, RO
HTHEET S X, OOD Y — 27 OB L Y
VAN —REIE, FRER 1500 BeLE, 1.5 2L
TTHD.

System performance: When the procedure is run with
10 pL of the standard solution under the above oper-
ating conditions, the number of theoretical plates and
the symmetry factor of the peak of AAA are not less
than 1500 and not more than 1.5, respectively.

4) AUBHATK & il A S, Rk L I OEHIER OO0 2 RET 256

VAT LOMERE  BEMEERE, 90°COKIBH T 10
SEINEE, BHTS. 20k 2.5 mL 2 FEMEIC®
v, BEMEZ I 2 CIEMELZ 100 mL & L7-2#% 10 uL
2o, FRROFMETHRIET S L X, OOIZXT %
FRH R RIR 0.5 D B — 27 L OO D4 BEEE 1T 9 LA
ETHy, OO A ) —12#T 18U FTH
5.

System performance: Heat the standard solution in a
water bath of 90°C for 10 minutes, and cool. Measure
exactly 2.5 mL of this solution, and add the mobile
phase to make exactly 100 mL. When the procedure is
run with 10 pL of this solution under the above oper-
ating conditions, the resolution between the peak of
AAA and the peak, having the relative retention time
of about 0.5 to AAA, is not less than 9, and the sym-
metry factor of the peak of AAA is not more than 1.8.

44 FOfuaieE Ml
441 50TV bk

NI
R« SRAMRSEYEEFH (HUEN R - 238 nm)
BT NEE46mm, EX 15em DAT U LA
BIZSum DRI n~ 7T 7 4 —HA 7 X
FINY VLY BV EFREET S,
BT LR 25 CHETED—EiRE
BEIH A : K A% 7 — Eiig(100),/ h Y =
FNT I RK(T50 0 250 : 1 : 1)
BE B : A% /) —//K/HiiE(100),/ ~ V) =

Operating conditions—

Detector: An ultraviolet spectrophotometer
(wavelength: 238 nm).

Column: A stainless steel column 4.6 mm in inside
diameter and 15 cm in length, packed with
octadecylsilanized silica gel for liquid chromatography
(5 pm in particle diameter).

Column temperature: A constant temperature of
about 25°C.
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FAT I RHKG50 : 35001 : 1)
BENH O - BEIME A X OB EIE B OIRA
WD K HICEZ TIREARHETS.

HEAZORER  BEFE A BEFH B
) (vol%) (vol%)
0 ~ 50 50 50
50 ~ 75 50 -0 50 — 100
i 857 1.3 mL

BRI : B0 ©— s D@ b EAE T5
HET

Mobile phase A: A mixture of water, methanol, acetic
acid (100) and triethylamine (750:250:1:1).

Mobile phase B: A mixture of methanol, water, acetic
acid (100) and triethylamine (650:350:1:1).

Flowing of mobile phase: Control the gradient by
mixing the mobile phases A and B as directed in the
following table.

Time after Mobile phase A Mobile phase B
injection of (vol%) (vol%)
sample (min)
0-50 50 50
50— 175 50— 0 50 — 100

Flow rate: 1.3 mL per minute.
Time span of measurement: For 75 minutes after
injection, beginning after the solvent peak.

442 BRT7I/B

W7 I B ZoX0BEOT I BRSITE

(204 T1.2 X7 ERRTF ROIKE)
DIFIE L R OTFIE 4 X0 kyEL, 1272 )
ST TR DHFELICK VRBREITS L&, 7L
I UBEOUI T VE T NT 1T T 18, LA =
NX 11 ~ 18, TARTXUEBOULT AT X
DNE 1L XE 12, Vioidll, AV ueA 0T
Xix8, BU L6 ~ 9, =T TF=1116,
TI=05, Frl L ais X6, TAX=URK
ORAFF=FENENn4, VAT AL KON
FFENEN3IXNIT4, Fus ke AF I NTF
nEN3, ZVEFE2EOMNI T R T7 7031 T
H5.
BRyEE
O EEEQ) TR R, g X
7 L LTHRIB0 nglZ kI3 2 B & 28R DMK 5y iR
BIZENENEY, BIETARLBETS. —HIZH
W7 HEER(59—-125) A )V h 7 NEEEE S T = ) — )b
1E%(100 : 10 : 1) 100 pLEMZ CIEVEE D, =
DI RAE e /S A T AT A, 234 T IVINZ 36
T-HiER(59—-125) ANV H 7 NEERE 7 = ) — ViR
%100 : 10 : 1) 200 uLZEMA TR OHED. AT
JVPER 2 ARYENE T A CEMSUIEIE LT, $115C
T24RFEINNENT 5. PETLEE L 7=, 0.02 mol/Lif
Fesdii 0.5 mLICIEN L, BEHAK D ET5. 9
— 7 DMK FRE KA LT 82100 pLa 0
Z, LBRFRIKA T Clefk L7=1%, RAb/KFEER50 nL
Z N % CHIEEE % . /K200 pLZhn 2 C i E i [H
T HEIEER MM IR L=, Z DMK IRE %N
A TIVIZAR, A TN D - R (59—125)
200 pLE N2 TR HE 5. A 7 IVINER & AN EAT
A TEMIEE LT, $115°C C2485ENEA3
4. WIERER U721, 0.02 mol/LEERERI%K0.5 mL
WML, BRENARQ ET 5. BICL—T AT X
VEE60 mg, L— 2 /V% I U100 mg, L—7 7=
Y17Tmg, L—AF A =223mg, L—Fr 21

Constituent amino acids When hydrolyze the sub-
stance to be examined according to Method 1 and
Method 4 described in “1. Hydrolysis of Protein and
Peptide”, and perform the test according to Method 1
described in “2. Methodologies of Amino Acid Analysis”
under Amino Acid Analysis of Proteins <2.04>, there
are glutamic acid (or glutamine) 17 or 18, threonine 11
to 13, aspartic acid (or asparagine) 11 or 12, lysine 11,
isoleucine 7 or 8, serine 6 to 9, phenylalanine 6, alanine
5, proline 5 or 6, arginine 4, methionine 4, cysteine 3 or
4, valine 3 or 4, tyrosine 3, histidine 3, glycine 2, and
tryptophan 1.

Procedure

(i) Hydrolysis Based on the results of the Assay (1),
place an amount of AAA, equivalent to about 50 ug as
the total protein in two hydrolysis tubes, and evaporate
to dryness under vacuum. To one of the tubes add 100
uL of a mixture of diluted hydrochloric acid (59 in 125),
mercapto acetic acid and phenol (100:10:1), and shake.
Place this hydrolysis tube in a vial and humidify the
inside of the vial with 200 pL of the mixture of diluted
hydrochloric acid (59 in 125), mercapto acetic acid and
phenol (100:10:1). Replace the vial interior with inert
gas or reduce the pressure, and heat at about 115°C for
24 hours. After drying under vacuum, dissolve in 0.5
mL of 0.02 mol/LL hydrochloric acid TS, and use this
solution as the sample solution (1). To the other hy-
drolysis tube, add 100 pL of ice cold performic acid,
oxidize for 1.5 hours on ice, add 50 uL of hydrobromic
acid, and dry under vacuum. Add 200 pL of water, re-
peat the dry under vacuum procedure two more times,
place the hydrolysis tube in a vial, and humidify the
inside of the vial with 200 pL of diluted hydrochloric
acid (59 in 125). Replace the vial interior with inert gas
or reduce the pressure, and heat at about 115°C for 24
hours. After drying under vacuum, dissolve in 0.5 mL
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mg, L—t ATV UERE— /K24 mg, L— b
LA =258mg, L—7 vl 22mg, L—TAF
l4mg, L—( YA 245mg, L—7==)V7T 7
=37mg, L—7AX=E#E32 mg, L—k Y
>32mg, 7V 6mg, L—NY 18 mg, L—1
432109 mg, L— VU IR T76 mghk OL— b
U7 R 778 mgkh IEMIZEDY, 0.1 mol/LIEFER
R L, EMEIC500 mLE$ 5. Z D40 uL
EXZNTN2RDIKGREI LV, BHETHRIERL
L7, BOBHAR (D) & OFEHATR (2) & [FIER 12
fEL, HEAERIE(D) R OHEHERIRQ) & T 5.

G) 7 7 meodr RERERRD, FURHRIR
(2), FEHEAIR (1) K OFEHERR IR (2)250 pL 3" 2 % IE
MWLV, ROFMTHEI n~ N TT77 4 —

(200 (X 0REREAITV, REHATRQ), ENRIK
(2), HEAEREIR (D) R OREHERIR () B 574 T X/
o — 7 miE» S, FNENORENAR 1 mL H
WCEENDERT I/ BOENEERD, FIZO
Olmol PiZEENLu A& 22 L LIzLED
T XV BOEEERD 5.

of 0.02 mol/L. hydrochloric acid TS, and use this solu-
tion as the sample solution (2). Separately, weigh ex-
actly 60 mg of L-aspartic acid, 100 mg of L-glutamic
acid, 17 mg of L-alanine, 23 mg of L-methionine, 21 mg
of L-tyrosine, 24 mg of L-histidine hydrochloride mon-
ohydrate, 58 mg of L-threonine, 22 mg of L-proline, 14
mg of L-cystine, 45 mg of L-isoleucine, 37 mg of
L-phenylalanine, 32 mg of L-arginine hydrochloride, 32
mg of L-serine, 6 mg of glycine, 18 mg of L-valine, 109
mg of L-leucine, 76 mg of L-lysine hydrochloride, and 8
mg of L-tryptophan, dissolve with 0.1 mol/L hydrochlo-
ric acid TS to make exactly 500 mL, and use this solu-
tion as the standard solution. Transfer 40 uL each of
the standard solution to two hydrolysis tubes, evapo-
rate to dryness under vacuum, and proceed in the same
way for each respective sample solution to make the
standard solutions (1) and (2).

(ii) Amino acid analysis Perform the test with ex-
actly 250 pL each of the sample solutions (1) and (2)
and standard solutions (1) and (2) as directed under
Liquid Chromatography <2.01> according to the fol-
lowing conditions, and from the peak areas for each
amino acid obtained from the sample solutions (1) and
(2) and standard solutions (1) and (2) calculate the
molar number of the amino acids contained in 1 mL of
the sample solutions (1) and (2). Furthermore, calcu-
late the number of amino acids assuming there are 22
leucine residues in one mole of BBB.

B

R« AT YRR [AE T K 440nm(T
7Y AR BTonm(7 1 U SO T 2 [B)]

BT A N dmm, £ X 25cm D AT L AE
IZ5um DRV ZAF LA ALK VEEIEE FES
L7ZiEik s n~ 75 7 4 —FskEeit A 4o
RN % ST 5.

T MREE - BRBHE AL 50°CHHE 0 —ER
. —ERE%ICHEIR L, 62°CHHTD—EiiE

SOCAEIRE « 98°CAHE O — & i E

TR K24

BaiE - BEtE A, BEHE B XOBEHE C 2Kk
DFRIE- THRE, ENENICH 7Y VIR
0.1mL /M x 5. (EEK)

BEE N O T NREOYM X - 7 3 R
Wi 0.25mL IC &, LRLOSETEET S &
X, TARTXUEE, M A=r, BV, 7
NEIVEE, Taly, ULy, TI=,
VAT, RNY U, AT H =, AV al vy,
oAy, Fudy, T AT T=r, YD
U, T UEET, B RFUY, RUT N T 7,
TAX=UDIRICEHL, Y AF L ERY D
SEEEN 200 L, TUoE=T LERFTVUD
SEEEN 1.5 LRI/ D X 9, BEE A, B,

E:

Operating conditions—

Detector: Visible absorption photometer
[wavelengths:440 nm (proline) and 570 nm (amino
acids other than proline)]

Column: A stainless steel column 4 mm in inside
diameter and 25 cm in length packed with a strongly
acidic ion exchange resin for liquid chromatography
consisting of polystyrene (5 pm in particle diameter) to
which sulphonate group binds.

Column temperature: A constant temperature of
about 50°C when the sample is injected. After a certain
time, raise the temperature to a constant temperature
of about 62°C.

Reaction temperature: A constant temperature of about
98°C.

Time for color formation: Approximately 2 minutes.

Mobile phase: After preparing mobile phases A, B,
and C according to the following table, add 0.1 mL of
capric acid to each.

Changing mobile phases and column temperature:
When operating under the above conditions using 0.25
mL of amino acid standard solution, the amino acids
elute in the following order; aspartic acid, threonine,
serine, glutamic acid, proline, glycine, alanine, cystine,
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720

721
722

CuIEREI W2 D, Fiz, TNEZIVEEET
VU OSBEEN 2.0 LB D X5, —E
REfEI 2 IS AR T 5.

FOSRREE  BEER D T 7 A KT 408 g & KIC
WL, EEE2(100) 100 mL M OVK &0z T
1000 mL &£ 9°%. ZOWIZY AF IV ALEF
¥ K 1200mL K N2— A hF & /—)L 800
mL Z Mz T(IEETD. BT AT LR
AF¥F K600 mL HN2— A ¥y ) —)L
400 mL Z#EM L7, =& FU 2 80g KT}
KFFRUFEF MU 7L 0.15g &Mz T
W45, (1)i 3000 mL 12, 20 HE#£%
WU, (IDHR 1000 mL 23902z,
10 /Ml ZEFE 2@ CIRfMT 5.

BENET R - B804 0.275 mL
OGRS - 5555 0.3 mL

valine, methionine, isoleucine, leucine, tyrosine, phe-
nylalanine, lysine, ammonia, histidine, tryptophan,
and arginine. Switchover to mobile phase A, mobile
phase B, and mobile phase C, in sequence so that the
resolution between the peaks of cysteine and valine is
2.0 or more and that between ammonia and histidine is
1.5 or more. Also, increase the temperature after a
constant length of time so that the resolution between
the peaks of glutamic acid and proline is at least 2.0.

Reaction reagents: Dissolve 408 g of lithium acetate
dihydrate in water, and add 100 mL of acetic acid (100)
and water to make 1000 mL. To this solution add 1200
mL of dimethylsulfoxide and 800 mL of
2-methoxyethanol, and use this solution as a solution
(I).Separately, mix together 600 mL of dimethylsulfox-
ide and 400 mL of 2-methoxyethanol and then add 80 g
of ninhydrin and 0.15 g of sodium borohydride, and use
this solution as a solution (II). After gassing 3000 mL
of the solution (I) for 20 minutes with nitrogen, rapidly
add 1000 mL of the solution (II) and then mix by gas-
sing for 10 minutes with nitrogen.

Mobile phase flow rate: About 0.275 mL per minute.

Reaction reagent flow rate: About 0.3 mL per mi-
nute.

443 REBARYAT TSI 74—

AR AT
Mg« KBRA A AR g

BT N2 mm, REEX30m DT =2 — AR
VY HEONEIIHT A a~ T T 7 4 —H
%7 778N —T%7 ==L —AF )L
Va— R <—%EX 025 um THET .

BT LIEEE : 110°CH> 54y 100C T 185°CE TH-
BL, RWTHES 2°CT210°CE THIET S.
EHITHES 8CT260CETHIEL, 260C%
15 IR FET 5.

XY VP —HTA UL
Ve PIEEME ORFERIAK 24 & 70D K5
WIS 5.

Operating conditions—

Detector: A hydrogen flame-ionization detector.

Column: A fused silica column 0.25 mm in inside
diameter and 30 m in length, coated the inside surface
with 7% cyanopropyl-7% phenyl-methyl silicon polymer
for gas chromatography 0.25 pm in thickness.

Column temperature: Raise the temperature at a
rate of 10°C per minute from 110°C to 185°C, then at a
rate of 2°C per minute to 210°C, and to 260°C at a rate
of 8°C per minute, and maintain 260°C for 15 minutes.

Carrier gas: Helium.

Flow rate: Adjust so that the retention time of the
internal standard is about 24 minutes.

5. ICPRENKAWZERY ICP EESITEZRALSIHS DS

5.1 ICP RN ItNHTE
[f51]]

EEE AEHNOO mg #REHEIZEY, OBA mL
PNz, BV TEMNL, Wik, KEMZ TIEMRIC
OAmL &9%. ZoO mL ZEMICED, O
i AmL X OKZEMZ TEMIZOX mL & L, &8t
W E T 5. OBEA mLIZ/KENMZ TEMIZOX

mL &L, 770 7KBEETH. uik HAEAER(X

ppm) O mL, A mL, X mL %00 mL 32%1E
FRIZEY, ZNEIICKEMZ TEMRIZOX mL &
L, Jo% #AmuERik(1), ok #EmEEin), o

Assay Weigh accurately about X mg of the substance
to be examined, add Y mL of AAA acid, heat to
dissolve, cool, and add water to make exactly Z mL.
Pipet X mL of this solution, add Y mL of AAA acid and
water to make exactly Z mL, and use this solution as
the sample solution. To X mL of AAA acid add water to
make exactly Y mL, and use this solution as the blank
solution. Take all exactly X mL, Y mL, Z mL and XX
mL of Element # Standard Solution (Y ppm), add water
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HAZHERRIR(3) R Ot # AR ME R (W & 9 5. 3Ok
IR, 77 v 7 Wik Ot % #AZHERRR(1), TR #
PEAEVAIR(2), TUF #IEYERIR(3) R OV 3 A HERR
RIZOE, ROEM THEREG T 7 X< RH0
IHTE (263 ICEVRBREITV, 7T U ERK
UIEHE B AERERIR ORNIRE N DT R ERE H
WCIHHRRDOERERD S,
BRI
KE . xEf O00.000 nm
AT MEA M
VAT AOFELE - uE B AEEREROIICOE,
FRROFMETHERE 6 BV IET & X, 7wk
# OFIETE O IHERERZEILZO%LL T Th
D.

to make exactly Z mL each, and use these solutions as
the element # standard solutions (1), (2), (3) and (4),
respectively. Perform the test with the sample solution,
the blank solution, and the element # standard
solutions (1), (2), (3) and (4) as directed under
ICP-Atomic Emission Spectrometry <2.63> according to
the following conditions, and determine the content of
element # using the calibration curve obtained from
the emission intensities of the blank solution and the
element # standard solutions.

Operating conditions—

Wavelength: Element # XXX . XXX nm
System suitability—

System repeatability: When the test is repeated 6
times with the element # standard solution (1) under
the above operating conditions, the relative standard
deviation of the emission intensity of element # is not
more than X%.

MERE tEd AROO mgaEEIcEY, Of
AmLEMZ, ~A 7 aEofEEic Lo mE, &
T 5. Wk, DERGEKTEREITRVIAKR, 5
12, KEMzZ CTIEMIZOX mLE L, BRI &+
5. OFEA mLIZKEMA TIEMIZOX mLE LT
TR ET D, o #AEER (X ppm)O mL%E
EREIZEY, O XmLEMA =%, KEMATE
FEIZOX mLE L, THEBERRKET S, THEH
FHEERO mL, A mL, X mLXOO mLTo%
EIZED, ZNEIUCOfA mLEOKEMNZ T
EREIZOX mLE L, o3k #EERE(), ©Hh§iE

WERIR(2), JuFR # AR YRR (3) R UL # AT VEVAIK
DEFT L. WK, 77 v 7 ViR M ORI

(1), o FEERKQ), Tk FEERKREG) LT
FHIERERIEDIZOZ, ROFKMNCTHEREEG T T X
~ BN NHTE (263 X VRBREITW, 75
VU R K OTEFHE B EERErE IR (1), JudE R TEAIK

(2), JuF#FIEHERK () L UL #AZHERIR(4) D%

FARE D BT ERE AV CILEEOEEEZ R
OHEX, O.0 ppml A FTHA.
BRI
R x%F# O00.000 nm
VAT LA

AT LOFENE LR FEEREDICOE,
FREOFMFTHERE 6 Bk L X, TR
# OFSCTRE DR HER AL O %LU T Th
5.

Purity Element #— Weigh accurately about X mg of
the substance to be examined, add Y mL of AAA acid,
and digest the sample by heating using a microwave
digestion equipment. After cooling, wash in the vessel
several times with water, then, add water to make
exactly Z mL, and use this solution as the sample
solution. To X mL of AAA acid add water to make
exactly Y mL, and use this solution as the blank
solution. Pipet Z mL of Element # Standard Solution (X
ppm), add Y mL of AAA acid and water to make exactly
7Z mL, and use this solution as the element # standard
stock solution. Take all exactly X mL, Y mL, Z mL and
XX mL of the element # standard stock solution, add to
them X mL of AAA acid and water to make exactly Y
mL each, and use these solutions as the element #
standard solutions (1), (2), (3) and (4), respectively.
Perform the test with the sample solution, the blank
solution, and the element # standard solutions (1), (2),
(3) and (4) as directed under ICP-Atomic Emission
Spectrometry <2.63> according to the following
conditions, and determine the content of element #
using the calibration curve obtained from the emission
intensities of the blank solution and the element #
standard solutions: it is not more than X.X ppm.
Operating conditions—

Wavelength: Element # XXX. XXX nm
System suitability—

System repeatability: When the test is repeated 6
times with the element # standard solution (1) under
the above operating conditions, the relative standard
deviation of the emission intensity of element # is not
more than X%.
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TELEEE ABPHOO mgakEiciEy, O
A mLEOOEX mLEMx, &y h7L—FET
WAVTINEAT 5. BT ADFAENRL LY, Kb
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PEHEAR  JoE $ R (X ppm) A mLZ% EREIC
D, KEMATEMIZAX mLET5.
B S
WE mz: F8 mz0, ©#FS$S mzA
VAT AATE
VAT AOFEBE - TR EEFREROICOE, £

FLOGMECREZ6RIM Y KT & X, FIZHEY

BIZHT DR E DA A BT MO

MEHRERZEITZIOWU T TH 5.

Assay Element #— Weigh accurately about X mg of
the substance to be examined, add Y mL of AAA acid
and Z mL of BBB acid, and gradually heat on a
hot-plate until no more a brown gas evolves and the
solution becomes a clear and light yellow. After cooling,
add exactly X mL of the internal standard solution and
water to make exactly Y mL, and use this solution as
the sample solution. To X mL of AAA acid add Y mL of
AAA acid, exactly Z mL of the internal standard
solution and water to make exactly XX mL, and use
this solution as the blank solution. Take all exactly X
mL, Y mL, Z mL and XY mL of Element # Standard
Solution (X ppm), add to them all exactly X mL of AAA
acid, Y mL of BBB add and Z mL of the internal
standard solution, then add water to make exactly XX
mL, and use these solutions as the element # standard
solutions (1), (2), (3) and (4), respectively. Perform the
test with the sample solution, the blank solution, and
the element # standard solutions (1), (2), (8) and (4) as
directed under ICP-Mass Spectrometry <2.62>
according to the following conditions, and determine
the content of element # from the ratios of the ion
count numbers of the blank solution and the element #
standard solutions (1), (2), (3) and (4) to those of the
internal standard element.

Internal standard solution—Take exactly X mL of
Element $ Standard Solution (Y ppm), and add water
to make exactly Z mL.

Operating conditions—

Measurement m/z: element # m/z X, element
$ m/izY
System suitability —

System repeatability: When the test is repeated 6
times with the element # standard solution (1) under
the above operating conditions, the relative standard
deviation of the ratio of the ion count number of
element # to that of the internal standard element is
not more than X%.

MERER JoFEH1, #2 KO #3 AHEOO mg
FREBICED, OA mLEMMzx, ~A 7 ailknfii
HBICL VI, DT 5. Bk, DRAREKT
AP AL, PREHERIRO mLa EfEICINZ, 7K
ZMZ CEMIZOX mLE L, #BRKE+T5. O
A mLIC NEERKO mLA IEMEICINZ, KZ2mM
ZCEMIZOX mLE LT T 7RKkE 5. %1
FH1, H2R 0 3OEHER (X ppm)O mLT 2% IE
FEICEY, O XmLEMNz 2%, K&z CIEM
WCOA mLE U, w1, #2k O SEHERFIK &
T5. FrHFHl, #2, #3 EEFEKO mL, A
mL, X mLX OO mLEZNZENIEMIZEY, O

Purity Element #1, #2 and #3 — Weigh accurately
about X mg of the substance to be examined, add Y mL
of AAA acid, and digest the sample by heating using a
microwave digestion equipment. After cooling, wash in
the vessel several times with water, add exactly Y mL
of the internal standard solution, then add water to
make exactly Z mL, and use this solution as the sample
solution. To X mL of AAA acid add exactly Y mL of the
internal standard solution, then add water to make
exactly Z mL, and use this solution as the blank
solution. Pipet X mL each of Element #1 Standard
Solution, Element #2 Standard Solution and Element
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#3 Standard Solution (Y ppm), add Z mL of AAA acid
and water to make exactly XX mL, and use these
solutions as the element #1 standard stock solution,
the element #2 standard stock solution and the
element #3 standard stock solution, respectively. Take
all exactly X mL, Y mL, Z mL and XX mL from each
element #1, #2, #3 standard stock solutions, add to
them exactly X mL of AAA acid and exactly Y mL of
the internal standard solution, then add water to make
exactly Z mL, and use these solutions as the standard
solutions (1), (2), (3) and (4) for elements #1, #2 and #3,
respectively. As long as there is no mutual interference
these standard solutions can be used as a mixture.
Perform the test with the sample solution, the blank
solution, and the standard solutions (1), (2), (3) and (4)
for each element as directed under ICP-Mass
Spectrometry <2.63> according to the following
conditions, and determine the contents of elements #1,
#2 and #3 from the ratios of the ion count numbers of
the blank solution and the standard solutions (1), (2),
(3) and (4) for elements #1, #2 and #3 to those of the
internal standard element: it is not more than X.X
ppm, respectively.

Internal standard solution—Take exactly X pL of
Element $ Standard Solution (Y ppm), and add water
to make exactly Z mL.

Operating conditions—

Measurement m/z: element #1 m/z X, element #2
m/z Y, element #3 m/z X, element $ m/z Z
Using a collision reaction cell introduction gas (Name
of gas, if necessary).

System suitability—

System repeatability: When the test are repeated 6
times with each standard solution (1) for elements #1,
#2 and #3 under the above operating conditions, the
relative standard deviation of the ratio of the ion count
number of element # to that of the internal standard
element is not more than X%.

6.F Dith

6.1 EERRVIZEEYYE

6.1.1 BERREVEEMEOEE
FER ORI EE R L

6.12 BEROET

ERRRICAWDEEL LT, 1321

JFHED BAA | (U U Ty 40 I R O FFE 2T L T
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& 720,
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736 ] MR T A M- R o AFERES © Montelukast Sodium RS for Identification

737 HEERBHOOO M : AAA RS for Purity

738 HERBRAOOHEZEY'E B IEYES : AAA Related Substance B RS for Purity

739 HEREM 2 vBAILVY T LA—KMWIEAREMSL © Calcium Oxalate Monohydrate RS for
740 Calibration of Apparatus

741 VAT AEEHRBRA T TV A MEWER © Montelukast RS for System Suitability Test

742 613 BEROERE

743 R ORFEFE L

744 614 BEROBE

745 R ORFEFE L

746 615 BEROFEICEETEEHOIERM
747 SR OFFRE S EA L
748 616 BEROAE

749 SR OFFRESEA L
750 617 BEZLUNOEEDME (FERARES)
751 r000, &Ml TEEHOOO, : XXX for assay

752 6.2 BE-HRKE
753 621 BE

754 JERAH O IE L L.

755 622 Bi&

756 JERAH O IE R L.

757 623 BE-HRroiH

758 HERAHORFRLF IR L.

759 6231 BERUHZRDAMORAI
760 FERA DR R EH L.

761 6232 BREORKHOEHM

762 HERAH ORI L.

763 6.24 BE - RBROHBRERTE

764 PR A O F IR L.

765 6.25 [EFEARAOOI OHBRRE
766 HERAH ORI L.

767 626 BEMMTHEZER ESEEROFHREE
768 PR A O FE IR L.

769 6.3 [HE] E0Dfth
770 REOHFREDOFRGE

JP16-2 £ TOFEHEAI JP17 7 & DFEHEH
taken Zal#l 4 5.
My . KL O R E(g) Mr: Amount (g) of AAA Mr: Amount (g) of AAA taken
Ms : BiAKPIZHE L= | Ms: Amount (mg) of AAA RS, Ms: Amount (mg) of AAA RS taken,
OO OFE IR calculated on the anhydrous basis calculated on the anhydrous basis
(mg)

771
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772
773

774
775

=

-t
EXLEEREORBEMN & T OERFE

WA FFRORML, BUERAATEOLTH DI, FFHp L.
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776
777

778

779

780

781
782

783

784
785

786
787

788
789
790

791
792
793
794
795

796
797
798
799

800
801
802

803

1. EFREDOFRA

&

—_—

b

ERHAOER

(D) FEHFEDOSSY FIcmA L AN 25E1E, AL LTklET 5. (&

£1 kK2 Y LEKXODIYVDHIHE

O%K X HA O%3K X K
aluminum aluminium gasoline gasolene
analog analogue gram gramme
analyze analyse gray grey

fiber fibre judgment judgement
catalog catalogue liter litre
center centre meter metre
color colour odor odour
connection connexion program programme
disk disc sulfur sulphur
distill distil vapor vapour
gage gauge

il 5+

X K= O%K

pharmacopeia pharmacopoeia

(2)

3)
(4)

P72 9ESCCTIEREIZER . AR 2 &R EO i & SRBRKE R ORIUTAE ML L 5 /THEMEDR B 2 5
NDHEE, W42 L TR

LTI/ > TWD &2 A, JRAIE LT3R

ARVEE, W, REVES /R LT, RirTanmy T RFEI O] AW TERELTHD L Z AT,
ZHUZHE> TREBZMV, HEREOSCEITITR S 2.

(5) FixX <, BEREEN—XOPCERET 25T, FAIE LTE, EXTHL 4 EETE X5, [F
7, B, 51T, WWT R OEEREITEEEM L TER L Thu.

2. KXFThashd sk
EH SRS, JFAL, ROMGEL, KXTTHD S.
O EREMEFROLEL L LTOESA, hild K OEIEGS KT OERELA
@ —MERBRIEORBRIEA

(] ORI A7 SLVHEIEE (2.25) Infrared Spectrophotometry <2.25>
—ERBRIE R O/NH B A IR LT TR 7.
[F]  BAbA Y 7 AEEANE © potassium bromide disk method

727201, % 175X Method 1, A %X Method A & KT Tl D.

@ EHEMAERPORHL & L ToOMBREA

[#1] #3873 BR . Identification
WA © Loss on drying
BEARTAMIR Sy © Acid-insoluble ash

@ HEHEN,

(] 77 rE/ERER . Aciclovir RS

By b= H A EREE o Calcitonin Salmon RS

® R
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804
805

806
807
808

809
810
811
812
813
814
815
816
817

818

819

820
821
822

823
824
825

826
827
828

829
830
831
832
833

834
835
836
837

838
839
840
841

842
843
844
845
846
847

[F1]  $0FEY%ERHK - Standard Lead Stock Solution
SNFEUERR © Standard Lead Solution

® oLk
[(F] (o A : Matching Fluid A
b= 9L MDD AO EEJF © Cobalt(D) Chloride CS

D NADOODNTNHRIE, ik, #E, EHOLATREL, A ERLFETHD, AORIZ s T %.
(1] RZ7—52 RV 73K : Dragendorffs TS
72—V 73K : Fehling’s TS
EEREH © Endo’s medium
Bilst
H—7 4 v —Rk : Karl Fischer TS
TN —n 7 A2 Kjeldahl flask
A v ¥ . Reinecke salt TS
F A Z—% : Nessler tube

3. REER K VEDH

31 FEHEHA alan)
O fa, =@k
(B]  HRIZECEZ29%. | : ablue color develops.
VooV ABITREOE2ET 5. | : ared-purple color develops in the chloroform layer.

] T2 OWRICESR (R 365nm) & RS2 & &, ¥Rk ®LE KT 5. |
... the solution shows a yellow-green fluorescence under ultraviolet light (main wavelength:
365 nm).

@ zBWv, B
(1] TARSIIEERERIZBWAH S, | ¢ It has a characteristic odor.
IARSIXIZEB WL TBER 72V, | @ Tt is odorless and tasteless.

(B1]  DRBIZABR~EEAGROKRART, 20372, WiEEwy. |
AAA occurs as a white to light yellow-white powder. It is odorless, and has a bitter taste.
ARSI ABORL, #id TR REOBR AR T, 2B W0ER<, HREAOER® H . |
AAA occurs as white granules, crystals or crystalline powder. It is odorless, and has a sweet
and saline taste.
@ HR, Wk
(] FAJME: white fumes
i@ : foams, bubbles

K&K . vapor

[(Fl] [IARFHO0LgZEATIET S L&, BOOHTAEFEATSH. | © Heat 0.1 g of AAA over a flame:
a purple gas is evolved.
l.. T2L%, AEEOREEE4TS. | : awhite precipitate is formed.
.. 72L&, BOAMAATS. | : dense white fumes are evolved.

@ Wik, IR
1] TARSOKEROA-10)FHMETHS. | A solution of AAA (1 in 10) is neutral.

RO H ) —WEKR(1—10) 10 mL #%, | : ... add 10 mL of a solution of AAA in ethanol
(11in 10)

[HEfR 7 F )V~ U RIE(2: D% ...] : ... a mixture of butyl acetate and hexane (2:1) ...

LIRITAGROREEZAE TV, | ¢ ...no white turbidity is produced.
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848

849
850
851

852
853
854

855
856
857
858
859
860
861
862

863

864
865
866
867

868
869
870
871
872

873

874

875
876
877

3.2 EME the

O EFELEZORLP TOEEDSFORRER 25 HT 5 & &1L the (1T 5.
1] T.OODMRARB LN EHERNT L. |
... proceed as directed in the Identification (1) and (2) under AAA.

@ X oMk, gk 123 the 21415 5.

[B] #iE, ABAHE : the test solution #UEHANR © the sample solution
FEHEYRIK © the standard solution Fr#i% © the control solution

2L, AL E LTORER R 8123 the 251 720,

(B] IR AR5 0.10g 2% 7 —1(99.5) 10 mL (AT & &, JRITEH T, RO AIIR O EHER X
D < 720,

ik o HAbEk () Do IR 0.5 mL 12 0.5 mol/L ek 2 2. C 100mL &3 5. | :

Clarity and color of solution Dissolve 0.10 g of Tocopherol Acetate in 10 mL of ethanol (99.5):
the solution is clear, and has no more color than the following control solution.
Control solution: To 0.5 mL of Iron (III) Chloride CS add 0.5 mol/L hydrochloric acid TS to
make 100 mL.

Fo, WK, HEOTTHEER, AOHBRKICULTORKEEZ AW TR T 2561%, the #4740,
75 | CS: Colorimetric Stock Solution
RS: Reference Standard
TS: Test Solution
VS: Refer to a solution listed in Standard Solutions for Volumetric Analysis <9.27>
[B1] KEgfbF N U 7 A8 © sodium hydroxide TS
0.1 mol/L ¥il43%#% : 0.1 mol/L hydrochloric acid VS
HAb =0 MDD OO K« Cobalt(IT) Chloride CS
[(B] Ok A : Matching Fluid A

@ ARR OEAEDOX G ZHET & 1T the 21417 5.
[F1] TERk ARbEh 1.0 g 2D 72K (LT R U ¥ 230K(0— 5) 10 mL IZE»T & &, RITEEAENTH
D1
Clarity and color of solution Dissolve 1.0 g of AAA in 10 mL of diluted sodium hydroxide TS
(1 in 5): the solution is clear and colorless.

4. X (HER) DERE
41 FEFE

O EHEMAEPT RN OGS 1HBRER T T 2B ERET 25513t 25, 2L, K
s DI, ) R, R OTER ORI TAMITFHERZIENEO 6N D, | 72 & TIHERLS R4
ZHVS.

PR REBTEAOHET, ITBWEUBRIZZ . | Description AAA occurs as a yellow powder. It is
AIIK, =% 7 —1(95) TV =F /L= —F LT | odorless and tasteless.

1T & AETET R, It is practically insoluble in water, in ethanol (95) and
ARG ITAENE, A SUIARERICIRFET, £72 | in diethyl ether.

AR iIAERLT b U o 2RI T THEAEHO | It dissolves in dilute hydrochloric acid, in dilute nitric

RERD, ZORITERONICHREIIEDD. acid and in dilute sulfuric acid on warming. It dissolves
AT L > TENT 5. in sodium hydroxide TS, forming a clear, yellow

solution, which turns red immediately.
It is affected by light.

ASITEETD L&, ALKk 1 mg 24729 | AAA contains not less than 920 pg (potency) and not
920 ~ 975 pg(HM) = &de. 72720, ANLDOSM | more than 975 ng (potency) per mg, calculated on the
X, OO(Cs2H5NO15 : 811.87) & L CHOELZEE | anhydrous basis. The potency of AAA is expressed as
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878

879
880

881

882
883
884

885
886
887
888

1) Trd.

mass (potency) of BBB (Cs2H53NO15: 811.87).

AIEAOFEEOM K TH S.
AEITARIZRORFET T <, =& 7 —/(99.5)IZR
Fiz <,

AR DKEER (1= 100X FE M2 7R S 72,
AR EENRDHND.

AAA occurs as a white crystalline powder.

It is soluble in water, and slightly soluble in ethanol
(99.5).

A solution of AAA (1 in 100) shows no optical rotation.
AAA shows crystal polymorphism.

@ HAXTIE, EEIEBSNLGERHLDT

FKXDEFHICHEETS.

A R OOOEHER 2 Wl L, RN AT b v
HEHE (225 ORALH Y 7 AEERIEIC X 0 HIE
L, MDA MLV EET D L&, R—FEED
& ZAIZRBROTRE DWW 58D 5.

Determine the infrared absorption spectra of AAA and
BBB RS, previously dried, as directed in the potassium
bromide disk method under Infrared
Spectrophotometry <2.25>! both spectra exhibit the
similar intensities of absorption at the same wave
numbers.

AT ERE, T2 LT XOlENSRLIZH 0
T, TSNS, 237 b R ORI TEA
R BEERFTHS.

AdiE 1g W72V 2800 TA S AMHE S AL |-,
28000 7= A FH L JT AL LA B K& O 960 AL TEAL /)
BN E &S e,

AfhFEA, EYRREETHEDTHD.

AAA is a substance containing enzymes prepared from
the pancreas of edible animals, mostly the hog, and has
amylolytic, proteolytic and lipolytic activities.

It contains not less than 2800 starch saccharifying
activity units, not less than 28,000 proteolytic activity
units, and not less than 960 lipolytic activity units per
g.

It is usually diluted with suitable excipients.

SN

2 BRrIEE

RNVIRN

Renz i L, 08 0.5g ZIEHICEY, 250 mL
DI AT

AR DA SIS L Y BfEpdie 4 256, RIS L THMO BRYGEITEIRT 5.

Weigh accurately about 0.5 g of AAA, previously dried,
transfer to a 250-mL separator ...

XX 50 mL T 3 [mlHiHd 5.

- and extract with three 50-mL portions of XX.

43 EFEBBBRAO—B, BEH - EH

© EF7FLBFEEE LS, EREOBAHR T—E LRTER 5. T5EN A and B O5LE 13 EEEFH ThH
D, Aor BOREIE, HHAIE LTBOBTRESD. N S AFEECCHERH OLEE, WEEEEIC s

it es #fHF 5. EFEORFR{AL T that ° which O alvGE

FESEATR E —BES D,

@ XV UTEHEERT T VERICHRT DAREHGEOBEIY - HERIIR 2108 5.
® each, every, another, either (ZIZHH @A A5,

@ between | 22, among i£ 3 DLLEDHDIZH NS,
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889

890

891
892
893
894
895
896
897
898
899
900
901
902
903
904
905

906

907
908

909
910
911
912
913
914
915

916
917
918
919
920

R 2 NERERBEOEYIY - HHE

B Lk E¥ L
addendum addenda maximum maxima
analysis analyses medium media
antheridium antheridia minimum minima
bacillus bacilli mitochondrion mitochondria
bacterium bacteria nucleus nuclei
basis bases phenomenon phenomena
coccus coccl quantum quanta
criterion criteria species species
datum data spectrum spectra
erratum errata stimulus stimuli
formula formulas(formulae) streptococcus streptococci
fungus fungi symposium symposia
genus genera synthesis synthese
hypothesis hypotheses virus viruses
index indexes (indices)

4.4 BHEA

O t, LB, mapr
] (B)2T5
()AL S -

@ Zofh

GLEOAC % @ is formed

develops
be evolved

(] 7 UPEIZT % @ alkalify

BaMEIC T 5
HFT 5
JRIET 5
FRENT D

acidify

neutralize
incinerate
ignite

BIES 2 WS, ©— 27 mfE72 L) : determine
BB L TRILT 5 : heat gently to carbonize

BELT 5

air-dry

Y <#EVIEYE S : shake thoroughly
HMLLIEVIRED : shake vigorously

5. G5

(1) EELAZOEIIE
O WELOT VT 77Xy MEET D, 72721, Purified, Powdered Z&DEET &< .
© FEEE ZOFHRE SR T HHAOESNL, FEE, WHOIELE T 5.

[4511]

Amoxicillin Hydrate

Amoxicillin Capsules

[l

Calcium Paraaminosalicylate Hydrate
Calcium Paraaminosalicylate Granules
® F—JRIEOHANIMDOEINE, for ZFRW=T L7 77Xy MEE L, for ZFRWeEA DR —DEHEIL, for
DI NS D, for < HDODIEE T 5.
[f3]]
Aciclovir
Aciclovir Granules
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921
922
923
924
925
926
927

928
929

Aciclovir Injection

Aciclovir for Injection

Aciclovir Ointment

Aciclovir Ophthalmic Ointment
Aciclovir Syrup

Aciclovir for Syrup

Aciclovir Tablets

Q) EELEEPTORBRERORFINEL, BAFEREFUCIEFEETS.
() ZBIEROEHIEL, ELOTNT 7y MELTD.
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