UNITED BIOTECH PVT. LTD.

TEHLIWAL (DHANA) BAGBANIA,
BADDI-NALAGARH ROAD, TEHSIL-NALAGARH,
DIST.SOLAN (H.P.)
Phone : 98166 77740,41,45 E-Mail : ubplbaddi@rediffmail.com
GST NO. : 02AAACU1839L1ZE CIN No. : U24239DL1997PTC084814
Mfg.Licence No. : MB/05/255 & MNB/05/254
QUALITY CONTROL DEPARTMENT

(¢ ELNSGSH )
Sample : TIPLAB 10 ML INJ
Generic Name: LABETALOL HYDROCHLORIDE INJECTION USP 5M
: G/AME Report No.: FGG-9661024
Mfg.&Supp.By: UNETED BEORECE PVE.. LTD, Ref. No. : GI-10/141
Batch No. : LBECAE] MEqg-BE.: Mar., 2024 Repe.Daee @ 21402624
Batch Size @ 3000 NOS B Feb. 2026 Sample Qty: 41 Amps(Controlled Samples)

Description : 10 ml clear and colourless solution filled in
10 ml1 amber glass ampoule having blue dot.Such 5
ampoules of 10 ml each placed in a plastic tray &
packed in a printed mono carton along with insert.

Tdentifieatien

By HELE : The retention time of test chromatogram is same
as of standard chromatogram.

pH ¥ 5388 320 ke 4.5

Nominal volume Sl a0 el

Extractable volume =0 il NEE 100" mil
Particulate matter : Clear & free from particle viewed under unaided eye.
10pm or greater 2= 286 Barticles NMT 6000 Particles/Container
25pm or greater - 82 Particles NMT 600 Particles/Container

Chromatographic purity

floEallimpuEiEiles : Complies NMT 1.0%
Bacterial Endotoxins 2 Eess than 1.2 Eilfmg NMT 1.2 EU/mg
Steri Ity ¢ Passes the test of skewility as per HSP.
Assay : Each ml contains
Observed Claim Limit
Labetalol
Hydrochloride USP 5.15 mg 5.0 g 450 meg Ee 5.50 me
Report : In the opinion of the undersigned, the sample referred to above is

cof standard gquality as defined in the act and the Rules made
Ehere under as per USP.
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