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BELKREEERAE BBEAFGOKAEMNL, 1L nLPizE
{7k TR (202 : 34.01) 0.30 g2 EL L 5 CHEMTS. -0
PHL i mLEFIERECEY, KEN2ZTEREIZI0 mLE
T5., ZOWE! mLEFEREICEY, K10 mLEUHKERL0
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B RERETE. AROFETERBERT, &
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AE=Z0HEZTAINLIYAL, HH25.0 g% K100
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mL% HEEHR TR ICmAE®E, =7 2B TZo0iE
77 AT LIAR, *TEMEA A ARG TR
TFRNESEREOEnLAKALEIMIcy 720D,
B IR ENET 5. ZHRAORRELHRIAL, 20
HEWHE200 mLOEAZSHA 7522281, STiToRR
FElROKTHE, BEEI=SA7 7225, kigd
TISREIMALEE, HHTE, Yo7/ —A7N—
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ZEbA AT o REppm)= VM X 1000 X 3.203

M: FEOFREE)
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Definition EH AEERET
i1, BHRSR
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RIS
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... Identification A RS (D)
Identification B PEIAIRER(2)
_pH pH
Conductivity HES .
Sulphur dioxide SLEERER(T) —E kA A
Peroxides M REe)ARE (i

Gel strength (Bloom value)

Y —HE (Fr—ai
1)

Tron FAEEER(2) e
Chromium BEFRES) 7 o A
Zinc B ER (1) I e
Loss on drying iR
Microbial contamination B R
Storage fris
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EEFWABIE BHARERRERS (BFERHIO-BEHET |FE
D% (AR 25 ERESMEETE 1908) oXd
2% 1E)
Uniformity of Dosage Units B O B — R R
(Introduction) (A &) HAERFHEETREEH
I RE LT R
RS ESERVEBAOBERE
Content uniformity 1 ERH—ERR
Solid dosage forms (i YERAA
Liguid or Semi-Salid dosage forms G R A i)
Caleulation of acceptance value 1.1, HEEOHE
Mass variation . 2, WERERH BAERHi B TRTR

FORSRERY—THDd I L ERE

Uncoated or film-coated tablets

(DFREIRZ AN b—F 4 W TEE

Hard capsules

(i )e@Hh 7 H

Soft capsules

(si)Eesh 75

Solid dosage forms other than tablets and
capsules

()bl & 7 7 AHES o B A

Ligquid dosage forms

(v i

"in conditions of normal use. If LEcessary,
compute the equivalent volume after
determining the density.” %55

Calculation of acceptance value

2.1 HEHoRE

Criteria

3, MEEm

Solid, Semi-Selid and Ligquid dosage forms

(P )EEMA, EEREE, RO

Table 1 Application of content uniformity
(C1) and mass variation (MV) test for dosage
forms
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