EVOLET PHARMACEUTICALS PVT. LTD.

FATHIN A HEALTHY FUTURE
E O L E T FINISH PRODUCT CERTIFICATE OF ANALYSIS
THE DRUG & COSMETIC ACT. 1940 & THE RULES THERE UNDER.
Department: Quality Control Control No: FC26030110
Product Name: OMEECAN-20 CAPSULE Testing Date: 29/03/2026
Generic Name: Omeprazole Capsule [P Test Quantity: | 100 Caps.
Batch No: C5034 Reference: [P
Batch Size: 3.0 Lac. Caps. Release Date: 30/03/2026
Mfo. Date: 03/2026 Mfg. Lic. No: 38/UA/2006
| Exp. Date: 02/2028 Page No: 1/1
! TEST SPECIFICATION OBSERVATION
Description Hard gelatin capsule having pink cap and Hard gelatin capsule having
transparent body containing white spherical pink cap and transparent body
enteric coated pellets. containing white spherical
enteric coated pellets.
Identification

(A) By UV

(B) By HPLC

The maxima obtained of final concentration of
the test solution is same of the standard solution.

[n the Assay., the principal peak in the
chromatogram obtained with the test solution
corresponds to the peak due to omeprazole in the
chromatogram obtained with the reference
solution

Complies

Complies

Average weight

190.0 mg+ 7.5 %

188.82 mg

Average fill weight

150.0 mg+7.5%

148.29 mg

Uniformity of fill weight

£ 10.0 % of the average fill weight

Complies

Disintegration Time

Not more than 30 minutes

05 to 06 minutes

Gastric resistance of
Omeprazole

, NMT- 10% of labeled amount should be

retained in 0.1 N HCL at 100 rpm after 2 hours.

Min. to Max.
4.66% to 7.72%

Dissolution of Omeprazole in
phosphate buffer ph 6.8

NLT- 70% of the labeled amount should be
dissolved in phosphate buffer ph-6.8.

Min. to Max.
94.49% to 99.41%

Assay

Each hard gelatin capsule contains:
Content of Claim Limit Obtained
} Omeprazole IP 20.0 mg 18.0 mg to 22.0 mg. 19.97 mg
’ (As enteric coated pellets) (90.0% to 110.0%) (99.85%)

. . ~ - . - . \/r
Remarks: In the opinion of undersigned the above sample is cm%ﬁﬁﬁs/dae&nm—cemphes as per IP/BRPAISPAHS-

, Analyzed By e Approved By

| Name ¢ Fal m&u‘rLCi "(”7 edqt T KLLm

_Signature s (N

| Date 20 leg |2024 2ele3(96

| Designation a-C_ollices: Qe f38F oG

Format No.: EVP/FR/QC/016-02 f Ref SOP No”: EVB/SOP/QC/001




