
UE "Minskintercaps"
Spcifi cation for suЫance SPF_S_70 р|D

Allocation: РО (l омтс ), ТВ (l),al HML l m Edition N9 6

sйstапсе паmе
мнн Indapamide

1/,,Lэi:l;ti,l: i,,i j:Ёl

Экзснп"шр JЧ

Inner code: 66 - с
Name ND for substanee: НД RB 0576C-202l Substance
mапчfасtчrеr: Suzhou Lixin Pbarmaceutical Со., Ltd., Sampling method

SOP MIC 088; ЕР II, т.1, п, # i.7

Ns
пlп

TeSt RequiIemeTrtS Method
Note

l Fоrmulа

Chemical паmе М.m.

9Н.
о

;ъ
and епапtiоmеr

cl
сlбнlбсINзозS

4+hloro-N-(2RS)_2-methy1-2,3{ihydю-lff-indol-1 -Im]-3+ulfamoylbeTиamide 365,8

2 Description фгореrtiеs) White or off-white powder. Practica.lly
insoluble in waфr, soluble in alcoho| slightly
sоlйlе in ether.

Visual

з particle size D90: 10-з0 n On. taser di&acion
radjation
РН Belarus II,2.9,3l

Manufac rer
certificate

4 Authenticity (identifi cation)

FiTst identification: В

Second identification: A,C,D

А. IJv spectfirm

The Lrv spectrum taken in the rапgе
220_350 mm should have а mахimчm
at а wavelength of 2 42 +- 2 mm
md two additional peaks at wavelengtbs
of279 mm and 287 mm.
The Specific absorbption rate
at the maximum is 590-630

Absorption
spectrophotometry
in the ultraviolet
and visible аrеаs
РН Belarus l|,2.2.25

В. IR-spectrum coresponds to IR ýpectrum ofthc IR
spectrum ofthe PRS iпdapamide а

АЬsоrрtiоп
spectophotometry
РН Belalus Il, 2.2.24

с. Ttc The main Spot оп the chromatogйm
the test solution should Ье similsr iп
location and size to the main Spot
оп the chromatogram ofthe rеfеrепсе
solution (а)

TLc
РН Belarus I1,2.2.27

#D, Lc - йе retention time of the main peak in the
Chromatogram ofthe test solution obtained,
Dшiпg the фst "Assel' should conespond' 

z|7

Lc.
РН ВеlQrus II, 2.2,29
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UE "Minskintelcaps"
Specification for subtance SPF-S-70 р.2 /2

Дlocation: Ро (l), оМтс (l), HML (2+1 in electonic form) TBo)oKK(l) Edition м 6

sйsatance паmе

мш{

lndapamide

Ne

rlп
TeSt Requirements Method

Note

to the Ietention time of the indapamide peak iл
the сhrоmаtоgгаm оГthе reforence solution (s)

5 Angle ofoptical Iоаtiоц " Frоm -0,02 to +0,02 Polafimetгy,
РН Belaras 1I, 2.2,7

6 Related imprrities, Уо:

- impTity of indapamide В ;

- any other impurity;

- tota.l implldties

Not mоlе 0,3;

Not mоrе 0,1;

ot mоrе 0,5.
"7 Methylnitrosoindoline

(ImpurityA), ppm
Not mоrе 5 РН Belorus II,

2.2.29
Iшрчritу С, ррm Not mоте 600 РН Веlъпls ]1,

9 Water, % Not mоIе з,0 Titremetric
Semimicrometho4
РН Belarus II, 2.5,l2

10 Sцlphated аsЦ % Not mоIе 0,1 Chemical gravimetric,
РН Веlqп,Б II, 2,4.14

11 Residual amounts of organic solvents,

ррm: А.
- methanol:
- 2-рrорапоl;
- toluene,

Not mоrе З 000;
Not mоrе 5 000;
Not more 890.

РН Belartл а, 2.2.28, 5.4

в.
- dimethylformamide Not mоrе 880

РН Belarus II, 2.2.28, 5,4

- сЫоrоfоrm;
- tetrahvdrofirran_

Not morc 60;
Not more 720.

РН Веlаrж II,2.2.28, 5.4

1,2 Assay, 0% 98,0 - 102,0 (оп anhydTous basis). РН Belarus II,

2.2.29
Microbial purity:
CFU/g

- total numbel of aerobs;

- total пumЬеr of fungi;
- EscheTichia coli, in l g

Not mole lff;
Not more 102;

Absent

РН Веlmцs Ц, 2.6.12,
2.6.I3,5.1.4.

14 Stolage In protected from liфt place at а
temperature below 25 ОС.

15 Ехрiгаtiоп йtе 4 years Frоm the
certificat
е ofthe
manufact
urеI

РН Веlапв II, 2,2,29

8

1з



REVISIONNOTICE

SPF_S-70, RED, N9 5

INDAPAMIDE SUBSTANCE SPECIFICATION

N, Change

П. 2. Particle size section added.

Post Date Name

Issued:

начапьшш Ро ,.iul/,*t{- ,,
MaTefuo Ю.Б.

Провизор РО .i6| , сi, /,х Jtк,6чi Томко Л.А.

Signatme


