LOGOS PHARMA

Village Maissa Tibba, Tehsil Nalagarh, District Solan (H.P.) INDIA-174 101

QUALITY CONTROL DEPARTMENT
FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Name of Product

Dapasmart - M 5/500 Tablets

Generic Name of Product

Dapagliflozin 5 mg Metformin Hydrochloride 500mg Tablets

Composition of Product

Each film coated biayered tablet contains:
Dapagliflozin propanediol monohydrate eq. to Dapagliflozin 5 mg
Metformin Hydrochloride TP 500 mg (Extended release)

Colour : - Titanium Dioxide IP & sunset yellow lake

Manufactured By LOGOS PHARMA Mifg. Lic. No. MNB/09/809&MB/09/810
Batch No. LGNO7/169/04 AR No. NAL/2324/QCP/QIM/05756
Mfg. Date Jul. 2024 Exp. Date Jun. 2026
Batch Size 1,05,000 Tabs Mkt. by Healing Pharma
Date of Received 29/10/2023 Date of Released | 01/11/2023
Sr.No. | Test Specification Observation
Orange colour elongated shaped | Orange colour elongated shaped
o slightly biconvex one side plain | slightly biconvex one side plain
L. Description other side break line film coated | other side break line film coated
tablet. tablet.
. . Must Comply for Dapagliflozin & .
2. 1dentification Metformin Hydrochloride Complies
3. Weight of 20 Tablet 21.600 gm+7.5% 22.0237 gm
4. Avg. weight 1080.0 mg+7.5% 1101.19 mg
Min. -3.24 %
. . . 0,
5. Uniformity of weight Avg.Wt+7.5% Max. +2.96 %
Min. 20.38 mm
6. Length 20.4 £ 0.2 mm Max. 20.42 mm
. Min. 6.30 mm
7. Thickness 6.2+0.2 mm Max. 6.34 mm
. Min. 8.96 mm
8. Width 8.8+0.2mmm Max. 9.00 mm
9. Hardness NLT 3.0 kg/em? 14.73 kg/em?
Dissolution
Dapagliflozin NLT 75.0 % 91.76 %
10.
For 1 hour (25% to 50%) 35.90 %
Metformin For 3 hours (45% to 75%) 64.78 %
For 10 hours (NLT 80%) 98.43 %
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LOGOS PHARMA

Village Maissa Tibba, Tehsil Nalagarh, District Solan (H.P.) INDIA-174 101

QUALITY CONTROL DEPARTMENT
FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Generic Name of Product

Dapagliflozin 5Smg Metformin Hydrochloride 500mg Tablets

Composition of Product

Each film coated biayered tablet contains:
Dapagliflozin propanediol monohydrate eq. to Dapagliflozin 5 mg
Metformin Hydrochloride IP 500 mg (Extended release)

Colour : - Titanium Dioxide IP & sunset yellow lake

Manufactured By LOGOS PHARMA Mifg. Lic. No. MNB/09/809&MB/09/810
Batch No. LGNO07/169/04 AR No. NAL/2324/QCP/QIM/05756
Mfg. Date Jul. 2024 Exp. Date Jun. 2026
Batch Size 1,05,000 Tabs Mkt. by Healing Pharma
Date of Received 29/10/2023 Date of Released | 01/11/2023

Assay Limit Result

monohydrate eq. to
S5mg

mg
{Extended release)

Each film coated tablet contains:
Dapagliflozin propanediol

Metformin Hydrochloride {P 500

Dapagliflozin

Dapagliflozin

4.5 mgto 5.5 mg/ tablet

(i.e. 90.0 % to 110.0 % of labeled
amount)

Metformin Hydrochloride IP
450.0 mg to 550.0 mg / tablet
(i.e. 90.0 % to 110.0 % of labeled
amount) .

5.068 mg/ Tab
(101.35 %)

499.700 mg/ Tab
(99.94 %)

—
Remark: In the opinion of the under signed the sample complies/dees-net-comply for the above mentioned
tests as per HP/IH standard.
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