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

Divafox ER

500 Tablets

Generic Name of Product

Divalproex Prolonged Release tablets IP

Composition of Product

Each film coated Prolonged release tablet contains:
Divalproex Sodium IP Eq. to Valproic Acid IP 500 mg
Color : Ponceau 4R

Manufactured By LOGOS PHARMA Mfg. Lic. No. MNB/(9/809&MB/09/810
Batch No. LGN07/249/07 AR No. NAL/2425/QCP/QIM/03588
Mfg. Date Jul. 2024 Exp. Date Jun. 2026
Batch Size 70,000 Tabs Mkt. by Americam Remedies
Date of Received 08/08/2024 Date of Released 14/08/2024
Sr.No. | Test Specification Observation
Pink colour, elongated Shape, Pink colour, elongated Shape,
1 D inti biconvex, one side plain other side biconvex, one side plain other side
' escription break line, film coated prolonged break line, film coated prolonged
release tablets. release tablets.
2. Identification (By HPLC) Must Comply Complies
3. Weight of 20 Tablet 17.50 gm+ 3% 174775 gm
4. Avg. weight 875.00 mg 3 % 873.88 mg
) . . _ Min. -2.21 %
5. Uniformity of weight Avg Wt.£5% Max. +2.14 %
Min. 20.21 mm
6. Length 203002 mm Max. 2037 mm
. , Min. 8.85 mm
7. Width 8.90 £ 0.2 mm Max. 8.90 mm
. Min. 5.85 mm
8. Thickness 5.8+0.2 mm Max. 5.90 mm
9. Hardness NLT 3.0 kg/em? 14.40 kg/cm?
For 1 hour (10% to 30%) 20.86 %
10. Dissolution For 4 hours (25% to 55%) 44.52 %
For 12 hours (55% to 85%) 83.03 %
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L.OGOS 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 | Divalproex Prolonged Release tablets [P

Each film coated Prolonged release tablet contains:

Composition of Product Divalproex Sodium 1P Eq. to Valproic Acid IP 500 mg

Color : Ponceau 4R

Manufactured By LOGOS PHARMA | Mfg. Lic. No. MNB/09/809&MB/09/810
Batch No. LGN07/249/07 AR No. NAL/2425/QCP/QIM/03588
Mfg. Date Jul. 2024 Exp. Date Jun. 2026
Batch Size 70,000 Tabs Mkt. by Americam Remedies
Date of Received 08/08/2024 Date of Released 14/08/2024

Assay Limit Result

Each film coated prolonged
11. release tablet contains: NLT 450.0 mg and NMT 550.0 mg | 509.500 mg/ Tab

Divalproex Sodium IP Eq. to of Divalproex (101.90 %)

Valproic Acid IP 500 mg (i.e. 90.0 % to 110.0 % of labeled

Remark: In the opinion of the under signed the sample con‘nﬁs | dees-not-comply. for the above mentioned

tests as per IP standard.
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