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Inner code: 66- C
Name ND for substance:

manufacturer: Suzhou Lixin Pharmaceutical Co., Ltd., Sampling method
SOPMIC 088; EP I, 7.1, m. # 1.7
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1 | Formula
CHy
o Hay
N 4
: 5 N and enantiomer
H2N N
H
Cl
Cl6H16CIN30O3S
Chemical name M.m.
4-chloro-N-[(ZRS)-2-methyl-2.3-dihydro-1{f-indol-1-1n}-3-sulfamoylbenzamide 365,8
2 | Description (properties) White or off-white powder. Practically] Visual
insoluble in water, soluble in alcohol, slightly,
soluble in ether.
3 | Particle size D90: 10-30 mkm. Laser diffraction Manufacturer
radiation certificate
PH Belarus I, 2.9.3]
4 | Authenticity (identification) i
First identification: B '
Second identification: A,C,D
A. UV spectrum
The UV spectrum taken in the range Absorption
220-350 mm should have a maximum | spectrophotometry
at a wavelength of 242 +- 2 mm in the ultraviolet
and two additional peaks at wavelengths | and visible areas
of 279 mm and 287 mm. | PH Belarus 11,2.2.25
The specific absorbption rate 1
at the maximum is 590-630
B. IR-spectrum corresponds to IR spectrum of the IR Absorption
spectrum of the PRS indapamide a spectophotometry
PH Belarus I, 2.2.24
C.TLC The main spot on the chromatogram !
the test solution should be similsr  in . TLC
location and size to the main spot | PH Belarus i, 2.2.27
on the chromatogram of the reference
solution (a) —
#D.LC - the retention time of the main peak in the LC,
Chromatogram of the test solution obtained, | PH Belarus I, 2.2.29
During the test “Assey” should correspond
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Subsatance name Indapamide
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;je Test Requirements Method ot
n
to the retention time of the indapamide peak in|
the chromatogram of the reference solution (s)
5 | Angle of optical rotation, © From -0,02 to +0,02 Polarimetry,
PH Belarus I, 2.2.7
6 | Related impurities, %: PH Belarus II, 2.2.29
- impurity of indapamide B ; Not more 0,3;
- any other impurity; Not more 0,1;
- total impurities INot more 0,5.
7 Methylpitrosoindoline Not more 5 PH Belarus I
(ImpurityA), ppm 2229
8 | Impurity C, ppm Not more 600 \PH Belarus 11,
2.2.29
9 | Water, % Not more 3,0 Titremetric
semimicromethod,
PH Belayus II, 2.5.12
10 | Sulphated ash, % Not more 0,1 Chemical gravimetric,
PH Belarus II, 2.4.14
1T | Residual amounts of organic solvents,
ppm: A. PH Belarus I, 2.2.28, 5.4
- methanol; Not more 3 000;
- z_propanol; Not more 5 000,
- to[uene_ Not more 890.
B. PH Belarus 1l 2.2.28, 5.4
- dimethylformamide Not more 880.
c PH Belarus II, 2.2.28, 5.4
- chloroform; Not more 60;
- tetrahydrofuran. Not more 720.
12 | Assay, % 98,0 - 102,0 (on anhydrous basis). \PH Belarus IT
2.2.29
13 | Microbial purity: \PH Belarus II, 2.6.12,
CFU/g 12.6.13,5.1.4.
- total number of aerobs; INot more 10%;
- total number of fungi; INot more 10%;
- Escherichia coli, in 1 g. Absent
14 | Storage In protected from light place at a
temperature below 25 °C.
15 | Expiration date 4 years From the
certificat
e of the
manufact

urer
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I1. 2. Particle size Section added.




