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ERELEEH—HRR L TERAUEEL BULEAINE,
HMEREALEL 25885 5.
(1) EmRSEHE . ZHI0EI SV TE ORFDOREDRSS
BEBRFETHEL, $£602-2%2B L CHEELFE
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~ABHEADE 9. 22 EHEEDIFIZRFEMTB.

BEALKFEREE BB AZGOIAEMNZ, 1 mLPIZ@
BE{b7kFE(H202 1 34.01) 0.30 g2 SHr L D ICHUTS. Z o
FM U mLEIERICEY, KEMZTIERRIZ10 mLE
TAH. ZOEI mLEERICEY, K10 mLEUCERKEEL
mLEANREZ7TI R IMA, 0.02 molVLa~ > H U BHY
UL CHEIE (2500 T5. 1L, BEOKREIIROEN
EPCEEIIRBRETH. ABOFETERREZTY, B
ET5.

0.02 molVLig< > # 8H Y ¥ A1 1 mL=1.701 mg H20:

BEME KB BEMbKEEREFIO mLEEREIZRY,
KEMZ CTEREICI00 mL ¢35, BT s. ZoEl
mLIL@ LK ZEH0: : 34.01) 30 mgi &,

U OLBER FEFRRLER o osE@N Y U AGEER
) 0.283 g EREICE Y, KEM L, FREIZ1000 mL&d
5. ZoOHE1 mLizs v A(Cn) 0.10 mgE &

BRFRICRERI O LBER 7o MEHER, FFRLEER
TR L

BRFREEEAKBERD SEEROQ, EFRXLER
ZR K.

SHEERO), EFRAERER SUEHEFRE2 L2 ERICEY,
REMZTEREIZ250 mLET5H. Z0OHE10 mLEFiEC#
Y, KEMATERMIZI00 mLE$3. ARMTS. o
1 mLtxgE(Fe) 8 pgz S,

— BB DES 9. 43 BHE, BBTIs/NE—, FHEH, B3D/IFE
DIFIZRFEMT S

BEACKFERESRRE BEMLKEREC ~ 25 ppmOFHET
EEATETHL L IICHELZ LD, RREIITEELER
ZET .
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L FRHLNRBE.

AEETNALT L— FTHB.

ABITTOE Y —BE (T—AfH) 2ERTE.

IR FEREARIABR~BREEAOEIR, MK, B
MR THS.

O EREBRBCBETRTLS, mF OISR A Y BT
TRV,

AEIIARICET 2 DS, KEMAD &, He ol &
L, 5~ 10fFEOKEZRETS

BB L THAAEROEREAEIpH 70 ~ 9.0, £/, 7
N VB CHBEARMOEESEpH45 ~5.0THS. o

HRHE

(1) A&&100 g&, FHECEBHLTHS CE LkizE
ML, 100 mLE U, BEERET5. BElSE #5955 Cio
#5, To2 mLICEES(RE.05 mLENZ, BV EY
7o, 2 molV/L/KEE(LT MU 7 ABJEOS mLEMEZ B & &,
BILEERET 5. ,
(2) AH0.5 g2RENL mmORBFICL Y, K10 mL
FMA, 105EMETS. 60 CTISHMME =%, =%
FREIEETO CTORHRETS. RBErEETS L
&, AEBREDICHE L2V,

T —BE (TI—LAL{E) ERO667T BEEHLEBEH
=¥y —0fEE, 10 CTEBWT, 127 mmO 73 P
¥ —T4mmiFL T3 DILELRFEQ@E RS 5.

(i) HEBRUBE BBRTIAFY—TFI34FLL
FA—F—R EOMERNESRERY, EE12.7120.1 mm,
EREYELT, TOREPEARYYI-HEERER
ZHRWD, BERIINESSTImm, HESBS mmOL0 (¥
—H 7)) ERVB.

(i) #BfEE AR5 gz¥V—Hvy7iZE D, K105 mL
Bz, ExL, 1 ~ 4EEKELEE, 6522 Coxigsd
TMBELARRG T T AETISHEERSHINEZRTES. &

v 7O FRORNEEIZES LIRKILBRICE DY, B—RER
&L, BETISERSTS. RICHy 74100201 Co
HEEPORSIKFICHE S R0 LIcEE, Ea L,
17TE1REFETS. Py 72EBEIOBYVEL, BEbic
By TOMMATF LARERERY, PHEAEROF—7
ADEEL. 50Oy —DRBRTERETYY —£E
OFRRMTCERT IOy TOMBEHE UL, A
PEEfE4 mm, BAEEENOS mmTEREIT & &, B

—HBEERRINTEDS ~ 120 % THS.
pH i BEEFBQOORBEHEEOPHIZSS CTHETS
L E&E3B~TETHH. )
HERR
(1) EE&B  uon FRO5gEED, B2RICLYVE
fEL, BEBEEITH. HENEIZIISHEER25 mLanz 560
ppmELTF). o
(2) # A&5.00 grHERT7TIRAaCED, HEEI0 mLe
Mz, BRL, 75 ~ 80 COKBHITEL, 2WEMMNEATS.
MEROIE, BREZEWICITY DI, EEEMIE, &
BLTARZEEEES, MABEZELTS, Xiamsus
BB THIENTES. B, KENATISAzONR
%1000 gk L, BEHERET5. MICAERS.00 g™
FIEO#ET T Aoz LY, BEEREEBICEREL, B
FRJELE ASEERQ 10 mL, 20 mLEUB0 mLz%Fh
FRERICNL, KEMATT I RAaDREBEZEIREN
100.0 g& U, EEEEL35. AEHERROEEERRIC S
&, ROEHTETREXEE 223 OBERMECLY
HELITWESOESEELRDB L E, 30ppmll TThHB.
ERAX
WS R TEFLv
EHREHN R B
U7 GRERES T
0 248.3 nm
(3) Zuas QOEBHEEEPHEHNEELTS. BCAS
5.00 g oR3EOERTI I ALY, HEEEEREIC
EL, EFREEERY o AEER0.25 mL, 0.50 mLE
T0.75 mLEZEFNENEFRIIMZ, KEMZ TS X2a0R
BTN ENRI100.0 g& L, BBEFELTS. REEER
UBEBERIC &, ROEFETEFBRILERE 023) OFE
ERMEC LV HRBZITVW I o A0S RE kDB L E, 10
ppmE T TH 5.
ERATR .
WREA R TEFLY
TRET R EE
o7 unthEEEs s
& 357.9 nm
(4) EH @QoHPBEZEBEBEELTS. AlicidR
5.00 gFo&3EOHRRTS Xt e ), HEHEE L EEIC
BIEL, EFRELEAESNEERETS mL, 15 mLEO
22.5 mLEEZNFNERICNA, KEMATT7SRAa0RE
BEENTNI000 gk L, EEEHELTS. BEEERD
BEERICOE, KOG TETFRILRERE 023 oEs
AR LY BBRETVWESROSEEZRD B L X, 30 ppm
LFThB.
ERHA -
AREST A TEFLY
TR TR
U7 BAARERET LT
& . 2139 nm
*(5) BFE (LI KRS0 gETIRILY, HEHE
BEREQ—5) 60 mLEMZ, MBMLTENL, EHERFEIS mL
EHATHHL, BEOCERRBE, 7oEoTRERME
T L, YVBEKEZF M UAFTRIYLS g2



ATHIGL, =73 U7TRIK30 mLEMA CTIREEKET 5.

LA AR L, HHET VY ESTREQI—Y 10 mLTHoT5
BEIgeyy, HEOHERBRQ—-OEN LEREICS0 mLET 5B, o
DS mLico&, REBETHILE, KOBERI VB A
/AN

e KROM DY I e FEERLS mLE AV, B

BETA50 ppmTF). o

(6) BEMEH
(i) BERS ~AA4xss—¥meimicfERL, %
DBRERETEBTE OFHBLETERE~BEH Y, BF
WEFAOBRIEIIELETS. R LEABORSILERL
BORICHHIT S, TORGEHE LB AR RERS
HTIE, BHLNIREEZHESNEERAROR & HET
B eIk, REHAEOBBtBORERRKDLNS.
(i) #EE AH20.0+01 g v—h—i2& ¥, K80.0%
0.2 mLEMX, "ERETHLELELE -, BETL
~ SEERIMEBYTS. KICE—F—ZBEFMTELL, 65
2 COHXBDTE55MMBL TREZENLEE, ¥
AHTHERYE, BW—2ERE L, BEEEET5. 8L
AEBRERBREFREAEICIDEEL, RBEOREY —
CEENZEOES. BREFERVHL, BVENLTES
DBEEXJ/VEL L, IBHEIIRBKORR Y —026%
BELEROBLLETE. AREL—FT EELEARED
BIHETHSBRIEWORELZHEARY, ThEETS
(10 ppmEL ).
(i) $EEE SEKEEERI0 mlLZ ERIZEY, K%
IiZ TIEREIZ300 mLE T 5. ZOiE2 mLEEREIEY, K
A TERIZI000 mLE 3352 ppm). T ORKISEE LK
HERERBELZIDHEL, fBROERY —V2EIICE
LED. BBEEFBIHL, BEVELLTRSOBREZEVE
¢ L, IBRBICHBRORIE —~OEBEEEED
BEET S L E, BEMCHORER2 ppmOEELAZD
BEEL.

(7) ZEfbaFy
(1) ZEE HICRTH0ZMAVE.

3 £
W8
B\z
(o~
A
A\
E
L
7 7,
/ A/
500 mL /)
A ZOARET 7 A=(500 mL)
B : MEME TE0100 mL)
C: %5HEEs
D : BREF
E:=ayz

(i) #{E% K50 mLEZQORET7 I ALY, T
{LRFEEZES100 mLOFHE CEBICHT. BEAE - X
B MY U AREI mLEZHEOBRBREICNL S, 15
57k, TBMLRBOFNEBETAZ L, HERETE
GEZRRETZZAaRERYIAL, FH25.0 g2 K100
mLZEAVWTZORETY 7 XA 2257, 2 molV/LERSES0
mLEAFERTRMCMZ %, 2y 27 2RBFTZ00E
77 AT LIAZL, *TEMbA FUBMEERE TR
TRNWES KEREOHEmLATALHIEIIE 2y 7 2HD,
BEEZIBENATS. ZTHACRBEZRVIL, F0
NEHZ200 mLOEOZAT7 IR 3BT, SHRORE
FwPBOKTE,, BRRZA7IA3CMES. K
TIsHHMBA LR, BHTH. TaET =z /AT h—
RiE0.1 mLEMA, BEHLEFE~DOEBOERDSR2L
& B 20 HEEIT 5% T0.1 moVLAKEMET MU 7 A TH
E (30 T5. ABROFETERBREZTY, BETS. K
KLV IBHEA T o0 RERDB & &, 50 ppmPl FTH
5.

ZEHbA A v OFEppm)= VM X 1000 X 3.203

M A&HOFRE(®)
Vi 0.1 moVLAKEHET b U 7 AHEOHE E(mL)

BEE 25 FREIERBOORBEHICI-Z, 30210 CT
BEETILE, 1 mS-em T THD., 5L, BERE
FAT R,

BIREE Q4N 15.0%LLT(G g 105°C, 168FH).

HEMBE (1o5) A&l glisy, RFREREDEOTE
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pH . pH
___Conductivity B
..... Sulphur dioxide FERE() B A Ay
Peroxides ] HEREEKEE Y
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..... W
Iron MR
Chromium HEREBE)7 oA
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Uniformity of Dosage Units 6. 02 B R R e e
(Introduction) (i) BAER I BRI
AN L CHIR B
e YRS A EERVBAOHRRN
____ Content uniformity 1 BEH—-ERE
Solid dosage forms CioEmss
......... Liquid or Semi-Solid dosage forms (BRI EER A
......... Calculation of acceptance value L1, HEEOHE
Mass variation . 2. HEBZERR BAERGME NEYHE

HHRSBESY—-THH L 2RE

Uncoated or film-coated tablets

(DEEXZ T AN ba—TF 4 T

Hard capsules

(i)iEA 72N

Soft capsules

(i) By 7= AH

Solid dosage forms other than tablets and
capsules

(W)EER & 7 T AFILLS O E R EH

Liquid dosage forms

(v )it

"in conditions of normal use. If necessary,
compute the equivalent volume after
determining the density. % Bl

Calculation of acceptance value

2.1 HEEOHE

Criteria

3. HEEkm

Solid, Semi-Solid and Liquid dosage forms

(EFEA, FERMA, RUEH

Table 1 Application of content uniformity
(CU) and mass variation (MV) test for dosage
forms
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Table 2
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