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Labetalol hydrochloride 100 mg/20 ml solution for injection/infusion
(GPU 1035686 30 1188676)

1. 881 Labetalol hydrochloride 100 mg/20 ml solution for injection/infusion
2. auantAnaly
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2.1 quluv
2.2 duus

Wuasazaneusirannwe Lilldvsedinasieeu dmsudndvasnidens
#noU  Usenaumedien Labetalol hydrochloride 100 mg luuSunns 20 ml
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Han13n Il ginanuluniy finished product specification uaz drug substance

specification 918198939 N TUaTUIREINY TalnaaneiTeunanuenITUNITOWITLAZET NTENTHN

#1515048%
AUUTEAN

vatl LndudnFunlganedesenduaduiiifieuinnislminimnnsgrundudisuladSunis
ANTENTIEANGITUEY 1309 T2UMTU (@U0UN 2) w.e. 2562 aadull 3 n3ngIaN 2562 (a4

Ussmalusvfanmpuunwiun 26 nsngraw 2562)

3.1 Finished product specification

D) Test items Specifications
1 | Identification Meet the requirements
2 | Assay 90.0 - 110.0% of the labeled amount of
Labetalol hydrochloride
3 | Bacterial endotoxins test Not more than 1.2 USP Endotoxin unit/mg
of Labetalol hydrochloride
4 | pH 3.0-45
5 | Sterility tests Meet the requirements
6 | Visible particulates Not detected
7 | Particulte matter
- Particle size > 10 pm Not more than 6,000 per container
- Particle size > 25 ym Not more than 600 per container
8 | Volume in container Not less than 20.0 ml
AN
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3.2 Drug substance specification

o4 ' Y
nquN 6 niue1dnwlsAsEuuYsEAm (1BNATSWUY 1)

D) Test items

Specifications

1 | Identification

Meet the requirements

- Total impurities

2 | Assay 97.5 - 101.0% on dried basis
3 | pH 40-5.0
4 | Diasteroisomer ratio 45.0 - 55.0%
5 | Loss on drying Not more than 1.0%
6 | Residue on Ignition Not more than 0.1%
7 | Heavy metals Not more than 20 ppm or 0.002%
8 | Chromatographic purity
- Procedure | Any spot does not exceed 0.5%
- Procedue I Any spot does not exceed 0.5%

The sum of the spots for both does not

exceed 1.0%
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