'47, Industrial Area, Gondpur Paonta Sahib Sirmour

ZEE LABORATORIES

HP INDIA 173025

CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)
(The Drugs & Cosmetics Act 1940 at the under form 39)

Work Order No. : 252612392 Document No.: 252614782
Ref. STS No. APNC 26A Product Code FG03403
Product Name CAP. PANTORIDE-DSR
Generic Name Pantoprazole Gastro-resistant & Domperidone Prolonged- release Capsules I.P.
Batch No. 525-170 Date Of Sampling | 12/06/2025
Batch Size 351000.000 CAP Sample Quantity 100.000 CAP
Mfg. Date 06/2025 Exp. Date  05/2027 Date Of Analysis 12/06/2025
A. R. No. ZL25FG02685 Date Of Release 18/06/2025
S NO. | Tests Specification Results
1 Description A clear transparent cap and body, hard gelatin capsule filled Complies
with orange and blue colour spherical pellets.
2 Identification Positive for Pantoprazole and Domperidone Complies
3 Average weight of filed |345.0 mg+7.5% 345.14 mg
capsule
4 Average weight of filling [ 280.0 mg £ 10% 279.52 mg
5 Dissolution test NMT 10% (in acidic medium) 2.16%
(Pantoprazole)
6 Dissolution test NLT D + 70% (in phosphate buffer pH 7.4) 87.63 %
(Pantoprazole)
7 Dissolution test NLT 15% and NMT 30% 22.06 %
(Domperidone) 1 Hours
8 Dissolution test NLT 25% and NMT 40% 34.41%
(Domperidone) 4 Hours
9 Dissolution test NLT 45% and NMT 55% 48.25 %
(Domperidone) 8 Hours
10 Dissolution test NLT 80% wiw 88.63 %
(Domperidone) 12 Hours
11 Assay: Each hard gelatin | NLT 90.0% and NMT 110.0% of labeled amount 104.44 %
capsule contains:
Pantoprazole sodium I.P.
Eq. to Anhydrous
Pantoprazole 40 mg
(as enteric coated
pellets)
12 | Domperidone L.P. 30 mg | NLT 90.0% and NMT 110.0% of labeled amount 88.41%
(as prolonged release
pellets)
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