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CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

 Product Name | Rifaxiheal-550 AR No. | FG/G/24A1598
| Generic Name Rifaximin Tablets IP 550 mg Sample Quantity 160 Tablets -
| Bateh No.: | AGT41189A Sample Received on | 02/12/2024
Batch Size: | 140 Lac Analysis Date : 02/12/2024
Mifg. Date. 11/2024 Release Date | 08/12/2024
_Ex;ﬁ)a? o "W/ZHG ; Page No.: Page 1 of 1
' Sr. N?| Test Parameter | Acceptance Criteria Result

‘_ 1. Des?ip?on—

.

Brick red colour, elongated biconvex,
scored mark on one side and other side
plain, film coated tablet.

Brick red colour, elongated biconvex,
scored mark on one side and other side
plain, film coated tablet.

2. | Iden_tiﬁc_atibn

In the assay, the principal peak in the
chromatogram obtained with the test
solution should be corresponds to the
peak in ‘the chromatogram. obtained
with the reference solution.

Complies

3. | Average vTeigF

916.00 mg + 3%

4. | Uniformity of weight

L—'

+ 5% of its average weight.

915.67 mg

o | Min: 900.19 mg

; Max: 922.54 mg

- 1.69% 3 10.75%

‘ Dlsmtegratlon Not more than 30 minutes. 02 minutes 41 seconds.
6. | Hardness - INLT 4.0 Kg/em' : - 891 Kg/cm
A [ Dissolution Not less than 70.00 % (Q) Min. 95.85%, Max. 100.24%,
DU SRSE—— | | Mean 97.54%
. 8 | Assay:
| | Each film coated tablet contains: | Clzim r Limit :| mg —‘ %
|._R_if:a;miﬁ’ 550 mg | Between 95.0 % to 105.0 % of ‘ 542.87 mg I 98.70%
‘ labeled amount. ‘
| _ (Between 522.5 mg to 577.5 mg) ‘ |
‘_ 9. | Microbial Limit Tests:
i | Total aerobic microbial count | NMT 1000 cfu/g | 45 cfu/g
T | Total yeast and mould count NMT 100 cfu/g ‘ Less than 10 cfu/g
‘ i, _|Pathogens Eschenchla coli Should be absent/g | Absent/g
Remarks The above test parameters are coniplies/ ot complies-as per IP/BP/USP-& In-House Specification.
Particulars Prepared By Checked By Approved By
Name Praveen Kumar Kuljeet Kaur | Kavita Nandwani
Designation | Executive Head QC QA Manager
_._ — - S | I| ] T 0 )
Siguatwre (L s — Wy
Date | 03 } Y )‘l}._ n I_;'; 1 | o‘%\\g\

Format No.: SOP/QC/029/F02-01



