RENOWED LIFE SCIENCES
PLOT NO-10,11 SEC-6B, I.I.E, SIDCUL HARIDWAR-249403

CERTIFICATE OF ANALYSIS

(See Rule 150 E (F) Under The drug & Cosmetic Act 1940 & Rules There under)

FINISHED PRODUCT

Product Name Atarise Syrup Ref. No. M00001206
Generic Name Hydroxyzine Hydrochloride Oral Solution IP

Batch No. DL405008 AR. No. FP-0696/24
Batch Size 1000 Ltrs Mfg. Date 05/2024
Sample Date 06/06/2024 Exp. Date 04/2026
Analysis Date 06/06/2024 Release Date 11/06/2024

.| Description

Orange‘C‘cHJ our lig
amber colour ‘PET’ bottle

-Orange>colo'ur‘ lxdwd ﬂ'lled

in amber colour ‘PET’ bottle

2.| Identification

A. By Assay

B. ByTLC

In the Assay, the principal
peak in the chromatogram
obtained with the test solution
corresponds to the peak-in
the chromatogram obtained
with the reference solution.

The principal sport in the
chromatogram obtained with
the test solution corresponds
to that in the chromatogram
obtained with the reference
solution (a).

Complies

Complies

.| Average Filled Volume

NLT-100 ml

100.2 ml

Ph

2.70 to 3.00

2.93

Weight/ml

1.0 to 1.2 gm/ml

1.0754 gm/ml

Related Substances:
Single impurity
Total impurity

NMT-0.2 %
NMT-0.5 %

Not Detected
Not Detected

Assay: Each 5 ml contains:
Hydroxyzine

hydrochloride IP 10 mg| 9.5 mg to 10.5 mg 10.26 mg
8.| Microbial Analysis:-
Total Bacterial Count NMT- 100 CFU/ml 15 CFU/ml
Total Fungal Count NMT- 10 CFU/mi Less than 10 CFU/ml~
E. coli Should be absent Absent
Salmonella Should be absent | Absent

. .
Conclusion: The above sample complies/deas-not-complies as per IP/BPAISP/IH specification.
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