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IBN HERBALS

(A Unit of Curetech Formulations (P) Ltd.)
Village — Juddi Kalan, Baddi (H.P.)

(90.0% to }10.0% of the L.C)

/

CERTIFICATE OF ANALYSIS
Product Name CETRIHEAL TABLETS . A.R.No IBNFP-0877/24
Generic Name Cetirizine Hydrochloride Tablets IP
10 mg

Batch No IHPI24055 Receiving Date | 21.06.2024

Mfg. date JUN.2024 Released Date | 27.06.2024

Exp. Date MAY.2027 Batch Size 6.0 Lac.

Sample Qty 100 Tablets Mfg. By IBN HERBALS.

[ TEST SPECIFICATION RESULTS

Description: White coloured, elongated, biconvex, | White coloured, elongated, biconvex,
film-coated tablets having scored on film-coated tablets having scored on one
one side. . . side.

| Tdentification By HPLC: | In the assay, the principal peak in the | In the assay, the principal peak in the |

chromatogram obtained with the test chromatogram obtained with the test
solution corresponds to the peak in the | solution corresponds to the peak in the
chromatogram obtained with the chromatogram obtained with the
reference solution. | reference solution.

Average weight: 0.1480 g + 3% 0.1459 gm.

Uniformity of weight: Not more than two of the individual Min:-1.58%
tablet weights deviate from the
average weight by more than +7.5% Max:+4.18%
and none deviates by more than +
15.0%

Disintegration NMT 30 minutes 03 Min. 25 Sec.

Uniformity of Content:

Cetirizine NLT 85.0% to NMT 115.0 % of the Min.96.4% Max.105.3%
average value "

Dissolution By UV: Not less than 75 /% (Q) i.e. 80% Min.99.3% Max.104.4 %

Related Substances:

Any secondary peak Not more than 0.5% Not detected

Sum of all peaks Not more than 1.0% Not detected

Assay:

Each Film-coated tablet contains: Limit (mg) Result (mg) (%)

Cetirizine HE] IP........10mg NLT 9.00 mg, NMT 11.00 mg 9.74 mg 97.4%
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