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CIAN HEALTHCARE LIMITED

CIAN HEALTHCARE LIMITED. )
Khasra No.:248, Vill. Sisona, Bhagwanpur, Roorkee, Distt. Haridwar,
Uttarakhand. 247 661 (India)

QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS
(FINISHED PRODUCT)

(Under Drugs &Cosmetics Act 1940 and Rules Made There Under)

Product Name Dutacap A.R. No. . CF21-0153
Generic Name Dutasteride Capsules IP 0.5 mg

Batch No. AC21041 Mfg. Date : FEB.2021
Batch Size 1.0 Lac Exp. Date : JAN.2023
Pack size 10 X 10 Capsules Receipt Date | : 17/02/2021
Sample Qty. 60 Capsules Release Date | : 18/02/2021

Manufactured for:

Naiom Healthcare

Manufacturing Lic. No

1. | Description

82/UA/2006

Dark brown colour cap and body hard
gelatin capsule fill white colour powder.

Dark brown colour cap and body hard
gelatin capsule fill white colour powder.

In the Assay, the retention time of
principal peak in the
chromatogram obtained with the test
2. | ldentification solution corresponds to | Complies
the peak in the chromatogram obtained
with the reference
solution. =
Singal Impurity NMT 1.0% | Not detected
. |R
sl Total Impurity NMT 2.0% | Not detected
4. | Avg. weight of capsules | 496 mg £ 7.5% 495.36 mg
5. | Net Content 400 mg £ 7.5% 401.12 mg
6. | Uniformity of weight + 7.5% of the average weight Within limit -
7. | Dissolution D. Not less than 80 per cent 89.63 % to 97.56%
8. ASSAY:
Each hard gelatin capsule contains Claim Result limit
Dutasteride IP 0.5 mg 0.496 mg (99.20%) NLT 90% - NMT 110%

Opinion: in the opinion of the undersigned, the sample referred to above is of STANDARD QUALITY as per

In-House Specification.
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