
CERTIFICATE OF ANALYSIS

Product : Cetrine film-coated tablets 10 mg
 10 

Batch No / :   B2302772        Batch Quantity / : 955.000 KG / 
955,000 

Analytical Report No / :   2002FP23002012      Date of Analysis / :   25-08-2023      

Date of Manufacture / :   07/2023       Date of Expiry / :    06/2026      

Analysis performed according ND: / :  N013283/01-170223

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

WI-GLOB-QA-0669-1.0

Test / Result / Specification / 

1 Description / White colored, round, biconvex film-
coated tablets with a break line on 
one side. White core on cross section. 
/ 

White or off-white colored, round, biconvex 
film-coated tablets with a break line on one 
side. White to off-white core on cross 
section. / 
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Identification. Cetirizine / . 
1. HPLC / Complies as prescribed / The retention time of the main peak in the 

chromatogram of test solution should 
comply with the retention time of the main 
peak in the chromatogram of Cetirizine 
Hydrochloride reference standard solution 
(section "Assay"). / 

2

2. UV spectrophotometry / Complies as prescribed / The UV-spectrum of the test solution and 
the Cetirizine Hydrochloride reference 
standard solution in the range 200 nm to 400 
nm should exhibit maxima absorbance at 
about the same wavelengths with an allowed 
variation of ±2 nm. / 

200  400 

 ± 2 

3 Water / 2.9% w/w / 2,9% Not more than 8.0 % /  8,0 %

4 Uniformity of dosage units /  4.8 / 4,8 The acceptance value (AV) should be less 
than or equal to 15.0 / 

 (AV) 
 15,0.

Complies as prescribed /Complies as prescribed /
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Unit-1 / 102%

Unit-2 / 98%

Unit-3 / 100%

Unit-4 / 99%

Unit-5 / 102%

5 Dissolution / 

Unit-6 / 102%

Not less than 80 % (Q) of nominal content 
of C21H25ClN2O3·2HCl (Cetirizine 
Dihydrochloride) after 30 min. / 
80 % (Q) 
C21H25ClN2O3·2HCl (

)  30 .

Related Substances / 

Impurity A /  A Not more than 0.2 % /  0,2 %

Impurity B /  B Not more than 0.2 % /  0,2 %

Impurity C /  C Not more than 0.2 % /  0,2 %

Impurity D /  D Not more than 0.2 % /  0,2 %

Impurity E /  E Not more than 0.2 % /  0,2 %

Impurity F /  F Not more than 0.2 % /  0,2 %

Any individual unidentified 
impurity / 

Not detected / 

0.02% / 0,02%

Not detected / 

Not detected / 
0.03% / 0,03%

Not detected / 

0.07%/ 0.07% Not more than 0.2 % /  0,2 %

6

Total impurities / 0.2% / 0,2% Not more than 2.0 % /  2,0 %

7 Assay / 10.00 mg / 10,00 

100.0% / 100,0%

From 9.0 mg to 11.0 mg of 
C21H25ClN2O3·2HCl (Cetirizine 
dihydrochloride) in tablet (from 90.0 % to 
110.0 % of label claim). /

 9,0  11,0  C21H25ClN2O3·2HCl 

 90 %  110 % 

0.2% / 0,2%

102%102%

Not more than 0.2 % / 

0.03% / 0,03%

Not detected / 

0.07%/ 0.07%0.07%/ 0.07%
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8 Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more 
than 1 individual mass is outside the limits 
of 85 % to 115 % of the average mass. The 
tablets fail to comply with the test, if more 
than 1 individual mass is outside these limits 
or, if 1 individual mass is outside the limits 
of 75 % to 125 % of the average mass. / 

, 
 1 

 85 % - 115 % 
. 

 1 
 1 

 75 % - 125 % 

Microbial enumeration tests* / *

a) Total Aerobic Microbial 
Count / 

Not Applicable Not more than 1000 CFU/g / 
 1000 

b) Total Combined Yeast and 
moulds count / 

Not Applicable Not more than 100 CFU/g / 
 100 

9

c) Escherichia Coli Not Applicable Shell be absent in 1 gram / 
 1 

Not ApplicableNot Applicable

Not ApplicableNot Applicable
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10 Packaging / 10 tablets in PVC/PVDC//aluminum 
blister. 3 blisters and patient 
information leaflet in a carton. / 
10 

/ //
.  3 

10 tablets in PVC/PVDC//aluminum blister. 
2 or 3 blisters and patient information leaflet 
in a carton. /  10 

/ // . 
2  3 

11 Labeling / According to ND / 

12 Storage conditions / At temperature below 25  /  25 

13 Shelf life / 3 years / 3 

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. 
The parameter may be absent from the Company's certificate of analysis. / 
* - 

 1 

 / 

- Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. 
The parameter may be absent from the Company's certificate of analysis. / The parameter may be absent from the Company's certificate of analysis. / 

Printed Date & Time (IST): 31-08-2023 18:41:28K Narayana SwamyPrinted By:

6ofPage 5



Intention Employee ID User Name
Date (IST)

Prepared By P00021162 Latha Dasi 25/08/2023
19:00:26

Reviewed And
Approved By

P00034556 V Krishna Nimmakayala 25/08/2023
20:46:24

Approved By QA P00019846 K Narayana Swamy 26/08/2023
10:49:51

Latha DasiLatha Dasi

V Krishna NimmakayalaV Krishna Nimmakayala

K Narayana SwamyK Narayana Swamy

Printed Date & Time (IST): 31-08-2023 18:41:28K Narayana SwamyPrinted By:

6ofPage 6

                                                  ELECTRONIC SIGNATURES

Title

Document No. 
- Version

Approved Date
-


