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Labetalol HCl 100 mg/20 ml sterile solution for injection

1. Fa81  Labetalol HCL 100 mg/20 ml sterile solution for injection
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3.1 Flnlshed product speaﬂca’uon Labetalol Hydrochlonde anectlon

9|  Testltems - USP42 - NF37 ‘
1 | Identification maﬁ]ﬁhumuﬁiwh Finished product speciﬂcation
2 | YSinaushendadny 90.0 — 110.0% of L.A. of Labetalol HCl

3 | Bacterial endotoxins Test NMT 1.2 USP Endotoxin Unit/mg of Labetalol HCl
4 | pH Between 3.0 — 4.5

5 | Particulate matters in maf\lﬁhummﬁﬁzﬂu Finished product specification

injections
6 | Sterility mwr}hummﬁﬁzﬂu Finished product specification

3.2 Drug substance specification: Labetalol Hydrochloride

4o ~ Test ltems USP42 - NF37

1 | Identification miaﬁ]mumuﬁixﬂu Drug substance specification

2 [ USunaudenddgy 97.5 - 101.0% w/w of calculate on dried basis

3 | pH Between 4.0 - 5.0, in a solution ( 1 in 100)

5 | Loss on drying Dry it in a vacuum at 105° for 4 hr.: it loses not more

than 1.0% of its weight.

6 | Residue on ignition

NMT 0.1%
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9o Test ltems ‘ 8 USP42 - NF37

7 | Chromatographic purity
7.1 procedure | - Examine the plate under short-wavelength UV light:
the Rf value of the principal spot from the Test
solution corresponds to that of the principal spot from
the standard stock solution.

- No individual secondary spot observed in the
chromatogram of the Test solution is greater in size or
intensity than the principal spot observed in the
chromatogram of Standard solution 1 (0.5% each)

7.2 procedure II: Individual - No individual secondary spot (other than that due to
Impurities ammonium chloride) observed in the chromatogram of
the Test solution is greater in size or intensity than the
principal spot observed in the chromatogram of
Standard solution 1 (0.5% each)

7.3 Total impurities - The sum of the intensities of all secondary spot (other
than those due to ammonium chloride) observed in
the chromatograms of the Test solution from both

procedure | and procedure Il does not exceed 1.0%

8 | Diastereoisomer ratio by GC: | Between 45.0 - 55.0%

Diastereoisomer A content
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