SALUS PHARMACEUTICALS
4807211, Vill. Harraipur , P.O. Gurumajra, Nalagarh Road Baddi -173205

CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

Generic Name:

Montelokast sodium & Levocetirizine Hydrochloride Tablets IP

Product Name: Montelvo Batch size: 2.0 Lac
Batch No. SPT260240 i Sample Qty: 60 Tabs
Mifd. Date: 01/2026 Mfg. License No.; MNB/06/382&MB/06/383
Expiry Date: 12/2027 Date of Analysis: 17/02/2026
A.R. No. FP022600483 Date of completion: 23/02/2026
RESULT OF ANALYSIS
S.No, TEST PARAMETER SPECIFICATION RESULT
01. Description White colour, round shape, White colour, round shape,
biconvex, film coated tablets biconvex, film coated tablets
having both side plain. having both side plain.
02. Identification To be comply Complies
03. Average weight 132mg + 7.5%w/w 136.78mg
04. Uniformity of weight 132mg + 7.5%wiw -2.54% to +2.60%
0s. Disintegration Time Not more than 30 minutes 04 min 09 sec
06. Dissolution
Montelukast Sodium : Q. Not less than 70% 90.63%
Levocetirizine Hydrochloride: Q. Not less than 70% 90.66%
07. | Hardness Not less than 3.0 Kg/cm? 3.90kg/cm?
08. Thickness Limit 2.60 + 0.2mm 2.68mm
09. Related Substances To be comply Complies
10. Microbial limit Test
TAMC NMT-1000cfu/gm 30cfu/gm
TYMC NMT-100cfu/gm <10cfu/gm
1L Pathogens
(E. coli) Should be absent/gm Absent/gm
12. | Assay:- Each film coated tablet contains: .
Montelukast sodium IP 9mgto 1 Img .9.98mg
Eq. to Montelukast 10 mg (90.0% to 110.0%) (99.79%)
Levocetirizine 5mg 4.5mg to 5.5mg 5.23mg
(90.0% to 110.0%) (104.67%)

Remark: In the opinion of undersigned the sample referred to above is of Standard Quaﬁﬁ/Not—st&ndard
quality as defined in the Act and rules made there under for reason(s) given below complies with above test

IP/BPAISP/ Ti=House Specification.
Particulars Analyzed By Checked By Approved By Authorized By
Name Atul Durga S. N. Mishra Rahul kumar
Designation Q.C. Chemist QC Executive QC Manager QA-Manager
Qualification | B.Pharma/B.Sc./M.Sc. | B. Pharma/B.Sc¢/M.Sec. M.Sc. B. Pharm.
& License No. — "’ HEW(RBrug)176/06 | —— :
Sign. & Date ] w ot S@ -
Colpapoaf | Halorhon | Pl Tl |

Format No: QC003/F03-00
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