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CERTIFICATE OF ANALYSIS

Product Omeprazole Pellets 7 .5Yo w lw Reference Customer
Batch No. 0MP/P/212018081161 License No. 18/RR/AP/2006/F/R.
Batch Qty. 500.30 ke Date of Mfg. Aueust 2018
Dispatch Qty. 500.00 ke Date of Expiry July 2021
Customer It4/s. Medibios Laboratories Pr4. Ltd.

S.No. Test Speci{ication Result

1 Description A u'hite to an off u'hite spherical pellets
An off rvhite
spherical pellets

2. Identification by'HPLC The retention time of the major peak in
the chromatogram of the assay
preparation corresponds to that of the
standard preparation obtained as

directed in the assay.

Conforms

a
J. Dissolution (Yow/w\

a) Drug Release in 0.1M HCL
(Test 2 as per USP)

NMT 10.0% of labeled amount of
Omeprazole should be released in 0.1M
HCI after 2 hours

0.2

b) Buffer stage +
(Test 2 as per USP)

NLT 75.0% (Q) of labeled amount of
Omeprazole should be dissolved in pH
6.8 buffer within 45 minutes

96,.2

+. Organic Impurities (%)
a) Thioxopyrido conversion product u N\,{T 0.5 Not detected

b) 5-methoxy -1H-benzimidazole-2-thiol NMT 0.5 Not detected
c) Any other individual impurity NIMT 0.5 0.10
d) Total impurities NMT 2.0 0.10

5. Assay (Yawlw)
(Content of Omeprazole)

NW 7.2% to NMT 7.8% 7.65

Additicrnal Tests

6. Pellets size (ASTM)
100% pass through 12 ASTM and Not
Less than 90Yo retained on 16 ASTM Conforms

7. Moisture Content by KF (%wlw) NMT 2.0 1.66

8. Bulk Density (e/ml) 0.70 to 0.90 0.84
9. Colour of pellets in 0.1 N HCL * Colour should not be change after2

hours
No Pellets are

colour chaneed.
Remarks: The material conforms to above speci/ications.

Storaee: Preserve in tieht, lisht-resistant containers. Stored at 25"C kxcursions allowed between I5o and 30"C)

Prepared by Reviewed by Annroved bv t
sign & Dt: rft"5- Sign & Dt: fi--o---- 

f*'\rvr'.
--fiIrxlArt *

Sign & Dt: 
/_""-3i1'r\ 

--is

{.INIT-II
works: Plot No. D-69/A(Part) & D-69, phase - I, IDA, Jeedimetla, euthbullapur (M), i*Bl

Medchal @istricQ-5 000s s T. S, INDIA. Ph: +9 I -40 -3243 s802. rax +ir -+o -zi i ioit: i.' ffil






