Product Name: Levocetzime Tablets

Generic Name: Levocetirizine Dihydrochloride Tablets IP 5 mg

Material Code: FGT02372

Batch No: PT-42267

Insp. Lot No.: PRIFGT/24/111579
Batch Size: 5.00 Lac

i Specification

PHARMAROOTS HEALTHCARE, BAROTIWALA
Certificate of Analysis-Finished Goods

Receipt Date: 10.07.2024
Mfg. Date: Jul. 2024
Exp. Date: Jun. 2026
Release Date: 11.07.2024

6. | Dissolution Test

" 'NLT 80.00 %

T NMT 30.00 minutes

S.No. | Test Results
1. | Description White coloured round shaped | Complies =
e s biconvex plain film c_oated tablets. n
2. | |dentification To comply Complies
3. | Average weight 148.3 mg to 161.5 mg 157.08 mg
4. | Uniformity of weight +7.5 % of Ew—erage:Weight Complies

05.15 minutes

102.84 %

7. | Content Uniformity

8. PAss_ay Sy B
Each film coated tablet

| contains:

Levocetirizine

‘ + | Dihydrochloride IP 5 mg

85.00 % to 115.00 %

90.0 % to 110.0 % of Label Claim

108.26 %

5.133 mg (102.66 %)

Opinion: The'Sample Complies with the prescribed standard of quality as defined in the IP.

P

Analysed By

Format No.: QCSG017/F01

Gl

roved By




Product Name: Levocetzime 10 Tablets

Generic Name: Levocetirizine Dihydrochloride Tablets IP 10 mg

Material Code: FGT02113

Batch No: PT- 42266

Insp. Lot No.: PR/IFGT/24/111575
Batch Size: 3.00 Lac

PHARMAROOTS HEALTHCARE, BAROTIWALA
Certificate of Analysis-Finished Goods

Receipt Date: 10.07.2024
Mfg. Date: Jul. 2024
Exp. Date: Jun. 2026

Release Date: 11.07.2024

S.No. [_Test | Specificatioﬁ Results
" 1. | Description | White coloured round shaped | Complies
biconvex plain film coated tablets.
2. | Identification - To comply [ Complies
3. | Average weight 148.8 mg to 159 54mg 15817 mg .
4. | Uniformity of weight +7.5 % of average weight Complies
5. | Dissolution Test NLT 80.00 % 99.20 %

6. | Disintegration Time

NMT 30 00 Minutes

05.25 minutes

7. | Content Uniformity

85.00 % t0 115.00 %

8. | Assay ]
Each film coated tablet
contains:

Levocetirizine
Dihydrochloride IP 10 mg

90.0 % to 110__,9_% of Label C_Iaim

111.06 %

10.343 mg (103.43 %)

Opinion: The Sample Complies with*the prescribed standard of quality as defined in the IP.

Analysed By

Format No.: QCSG017/F01




