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D.R. JOHN'S LAB (P) LTD.
Plot No. 3, Sector 6-A, IIE, SIDCUL, Haridwar-249403 (Uttarakhand)

QUALITY CONTROL DEPARTMENT

_‘ CERTIFICATE OF ANALYSIS
(FINISHED PRODUCT)

{Under Drugs & Cosmetics Act 1940 and Rules Made There Under) B |
Product Name Rabezcan-DSR Capsules AR. No. DRIF-250221 |
Generic Name Rabeprazole Sodium (EC} & Domperidone (SR) Capsules 1
Batch No. CTP-25032 Mfg. Date D Jul.2025
Batch Size 200000 cap Exp. Date D Jun 2027
Pack size 10 X 10 Capsules Receipt Date | 0245_?12025
Sample Qty. 60 Capsules Release Date | : 05-07-2025
Manufactured for American Remedies Healthcare Pvt, i]
Manufacturing Lic. No. 113/UA2007
Sr.No. Tests Specification Results ~ ]

1. | Description

Transparent and pink colour elongated shape
hard gelatin capsule containing coloured
pellets,

Transparent and pink colour

elongated shape hard gelatin
capsule containing coloured
pellets,

In the Assay;,' the principal peak in the
chromatogram obtained with the test solution

2. | Identification corresponds to the chtomatogram obtained with | ComPiies
the reference solution.
3. | Ave. weight of capsules | 350.0mg+ 7.5 % 360.54 mg
MNet Content 300mg+75% 296.83 mg
5. | Uniformity of weight 1 7.5 % of average weight -3.07% to +3.08%
Dissolution
(Domperidone)
6 IN 1 hour (15.0% to 40%) 25.13%
* | IN 4 hour (30.0% to 60%) 51.06 %
IN 8 hour (55.0%to 85%) 75.59 %
IN12 hour (NLT-70%) 89.10 % |
Dissolution Mot less than 85% of labeled amount of
7. | Rabeprazole Sodium Rabeprazole shall retain as residue after 2 87.28 %
In 0.1N HCI hours
8. | In Buffer (Q) NLT -70.0 % 88.63% .
9. | Assay.
Each hard gelatin capsule contains: Claim Limit Result
Rabeprazole Sodium IP 20 mg NLT 90% TO NMT 110% 19.83 mg (99.15%)
As enteric coated pellets
Domperidone IP 30 mg NLT 80% TO NMT 110% 30.35 mg (101.17%)
As sustained release pellets

Opinion: In the opinion of the undersigned, the sam

ple referred to above is of STANDARD QUALITY as per In-House

Specification,
Analyzed by Checked by: |
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