UNITED BIOCEUTICALS PVT. LTD.

Plot No. 33C, Industrial Park-IV, Begumpur, Haridwar-249402,(Uttarakhand)

CERTIFICATE OF ANALYSIS

Product Name: TENLIFINE M 500

Test SPC No.: UB/QC/STP1686

Generic Name: Teneligliptin Hydrobromide Hydrate & Metformin Hydrochloride Sustained Release tablets

Marketed by: Healing Pharma

Mfg. Lic No.: 94/UA/2017

Batch No.: T241938

Batch Size: 2,60,000 Tabs

Pack Size : 5x3x 10’s

A. R. No.: FPT24251905

Sample Quantity: 60 Tabs

Mfg. Date : 10/2024

Expiry Date: 09/2026

Shelf Life : 24 Months

Sampling Date : 23.10.2024

Report Date : 24.10.2024

Test Specification Results
Description Yellow, off white coloured, elongated, | Yellow, off white coloured,
biconvex, uncoated bilayered tablet, | elongated, biconvex, uncoated
break line on one side. bilayered tablet, break line on
one side.
Identification:
Teneligliptin By HPLC Complies
Metformin Hydrochloride By UV Complies
Average Weight 700.0 mg = 3.0%
(679.0 to 721.0 mg) 70R:5mg
Uniformity of Weight Not more than two tablets deviates
from + 5.0% and none deviates from | Complies

t* 10% of average weight

Dissolution Test:

Metformin HC] (SR form)
Release in 1 hrs
Release in 3 hrs

20.0% to 50.0%
40.0% to 70.0%

35.56% to 39.45%
56.87% to 60.61%

Release in 8 hrs NLT 75.0% 97.45% to 98.82%
Friability Test NMT 1.0% 0.20%

Assay: Each uncoated bilayered

tablet contains:

Teneligliptin Hydrobromide Hydrate | 18.00 mg to 22.00 mg 19.959 mg

eqg. to Teneligliptin 20 mg | 90.00% to 110.00% 99.79%
Metformin Hydrochloride IP 500 mg | 450.00 mg to 550.00 mg 495.76 mg

(As Sustained Release) 90.00% to 110.00% 99.15%

OPINION: The sample Comp‘lﬁsf Deoes-not-Complies as per Standard specification.
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